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AHLA Speaking of Health Law

Fraud and Abuse: 2020 Outlook
In the inaugural episode of our newest monthly series, Matthew Wetzel, Senior Counsel, Akin Gump Strauss 
Hauer & Feld LLP, and Kevin Raphael, Partner, Pietragallo Gordon Alfano Bosick & Raspanti LLP, talk with 
Katherine (Katie) Norris, a Director in BRG’s Corporate Compliance and Risk Management practice, about hot 
topics and key developments in health care fraud and abuse, as well as recent trends in enforcement, and what 
to look out for in 2020. Sponsored by Berkeley Research Group LLC (BRG). 

Stark and AKS Proposed Rules: Questions Answered
Building on their enormously popular October webinar on the Stark and AKS proposed rules, Robert Homchick, 
Partner, Davis Wright Tremaine LLP, and Julie Kass, Principal, Baker Donelson Bearman Caldwell & Berkowitz 
PC, talk with Mark Ryberg, Principal, SullivanCotter, to answer important questions about the rules and dig 
deeper into issues such as distinctions between the CMS and OIG approach to certain definitions, what is a 
value-based purpose, and downside/upside risk definitions. Sponsored by SullivanCotter.

Acting IG Joanne Chiedi on AKS Reform, Technology, and the Future of 
Enforcement
Acting Inspector General Joanne Chiedi speaks to AHLA CEO David Cade about the OIG’s goals in proposing 
Anti-Kickback Statute reforms and how the agency plans to move forward in its enforcement efforts. Chiedi 
talks about emerging technology and the future of data analytics and how technology can improve health care. 
The podcast also discusses how OIG intends to address information blocking and interoperability. Sponsored 
by GlassRatner, a B. Riley Financial company.

Hot Topics From AHLA’s 2019 Tax Issues for Health Care Organizations 
Conference
This podcast series takes an in-depth look at some of the key sessions from the 2019 Tax Issues for Health 
Care Organizations conference in Arlington, VA. Listen to subject matter experts discuss what attorneys need to 
know about some of the hottest tax issues in 2019. Sponsored by KPMG LLP.

Listen to these podcasts today!

Expert Insights 
Podcasts 
Four New Podcasts Available

https://www.healthlawyers.org/News/Podcasts/Pages/default.aspx
https://www.healthlawyers.org/news/podcasts/Pages/default.aspx
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First Reflections

Robert R. Niccolini
President, FY20
robert.niccolini@ogletree.com

Inclusion and Individual Effort
How wonderful it is that nobody need wait a single moment before starting to improve the world. –Anne Frank

In my many years as a member and leader of 
AHLA, I have been privileged to work on countless projects 
for the betterment of the Association. But without a doubt the 
endeavor I have enjoyed the most, and am most proud of, is my 
involvement in our communal efforts to make AHLA a more 
diverse and inclusive organization.

AHLA has a long history of supporting diversity and 
inclusion. In March 2006, the Advisory Council on Diversity 
(originally the Advisory Council on Racial and Ethnic Diver-
sity, and later the Diversity+Inclusion (D+I) Council) was 
established to serve as a resource for increasing the diversity of 
the Association’s members and leaders. The Council had a great 
deal of success, instituting special networking receptions and 
other leadership development programs. 

By 2014, however, the Council and the Board of Directors 
determined that a more fully integrated diversity initiative was 
needed for us to become better aligned with the diversity in 
AHLA’s membership and the health law profession generally. 
As a result, after a series of Diversity Summits, the first Diver-
sity and Inclusion Strategic Plan was adopted by the Board of 
Directors in 2015. As said at the time, and repeated over the 
years, the goal was to build diversity and inclusion into the 
fabric, the very DNA, of the Association.

Following adoption of that first strategic plan, the Board 
and countless AHLA leaders have engaged in a systematic 
effort to make our organization as welcoming as possible. The 
Association adopted a Diversity Statement emphasizing that 
AHLA strongly encourages and embraces participation by all 
diverse individuals. We value all forms of diversity, including 
not only gender, age, race, and ethnicity, but also geography 
and different types of practice within the health care industry. 
Additionally, the Board recognized that certain underrepre-
sented groups (such as racial and ethnic minorities, disabled 
individuals, and members of the LGBTQ community) should 
be areas of priority and focus. 

The Association has since undertaken numerous concrete 
efforts. These have included providing unconscious bias 
training for our leaders; offering a variety of D+I resources and 
tools for Program Planning Committees and Practice Groups; 
adoption of the Rooney Rule, which requires documented 
consideration of diverse candidates for speaking, writing, 
and leadership opportunities; and, ultimately, elevating the 
D+I mission to the Board level by creating the Membership, 
Diversity and Inclusion (MDI) Committee to ensure that these 
critical goals are part of our governance structure itself.

As I said at the outset, I am very proud to have played a small 
role in these Association-wide efforts. If my involvement in 
our D+I efforts over the years has taught me anything, it is that 
true success requires proactive and intentional effort not only 
at a governance level, but at the individual level. Each one of us, 
simply by being an AHLA member, has both the opportunity 
and the responsibility to ensure that no one feels excluded.  

For the last four years, I have made it a personal goal to try 
to go to as many D+I receptions at AHLA in-person programs 
as I can, and to make sure that I meet at least one new diverse 
member at each of those receptions. This may seem like a small 
thing, but in addition to being personally rewarding, it has 
allowed me to connect several younger, diverse members with 
leaders in different areas. This in turn has led to a surprisingly 
large number of speaking and leadership opportunities for 
these diverse members. 

Another example of this type of individual effort involved 
Mark Kopson, a member of our Board. Mark serves as an AHLA 
mentor to Ayesha Mehdi, a solo practitioner in Las Vegas. 
Paired with Mark, Ayesha gave her first AHLA presentation at 
the 2019 Physicians and Hospitals Law Institute in San Antonio 
to wonderful reviews. Once again, a small thing, but Mark’s 
effort resulted in an opportunity for Ayesha, who in November 
also co-presented at Fundamentals of Health Law in Chicago.

Now just imagine if everyone reading this article were 
to make a similar commitment to outreach and establishing 
these important connections? Suddenly, small individual effort 
becomes systematic change.

I firmly believe that diversity and inclusion are critical to 
the future of AHLA. We are at our strongest as an organization 
when everyone has a seat at the table and all voices are heard. 
So, take a moment at the next in-person program you attend 
to meet someone new, or the next time you are involved in 
anything of importance to AHLA ask if you are being as inclu-
sive as you can be. As former President Jimmy Carter once said, 
“we have become not a melting pot but a beautiful mosaic.” 
Let’s always do everything that we can to ensure that AHLA 
reflects and encourages such beauty. 

Mark Kopson and 
Ayesha Mehdi 
presenting at the  
2019 Physicians and 
Hospitals Law Institute

http://www.healthlawyers.org
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at www.healthlawyers.org/connections or contact 
editorial@healthlawyers.org.  

MISSION
The Mission of the American Health Lawyers  
Association is to provide a collegial forum for 
interaction and information exchange to enable its 
members to serve their clients more effectively; to 
produce the highest quality non-partisan educa-
tional programs, products, and services concerning 
health law issues; and to serve as a public resource 
on selected health care legal issues.

AHLA DIVERSITY+INCLUSION STATEMENT
In principle and in practice, the American Health 
Lawyers Association values and seeks to advance 
and promote diverse and inclusive participation 
within the Association regardless of gender, race, 
ethnicity, religion, age, sexual orientation, gender 
identity and expression, national origin, or disability. 
Guided by these values, the Association strongly 
encourages and embraces participation of diverse 
individuals as it leads health law to excellence 
through education, information, and dialogue.

We are seeking feedback from our 
members in order to improve AHLA 
Connections and highlight the features  
and articles that are most important  
to you.

AHLA Connections 
Magazine Reader  
Survey

The following survey contains eight questions and 
should take less than seven minutes to complete:

The survey link will close on January 17th at 5:00 PM EST

https://www.surveymonkey.com 
/r/AHLAConnections

Thank you for taking the time to  
provide your feedback!

http://www.healthlawyers.org/News/Connections/Pages/default.aspx
mailto:samantha.roesler%40mci-group.com?subject=
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Connections to Learning

Educational Call: Free live virtual event open to AHLA  
Practice Group members only. CLE credits not offered.

In-Person Program: Paid multi-day conference open to 
AHLA members and non-members. Includes educational  
sessions and networking receptions. CLE credits offered.

Webinar: Paid live virtual event open to AHLA members  
and non-members. CLE credits offered.

For more information on all AHLA events 
and to register, go to www.healthlawyers.org/
events or call (202) 833-1100, prompt #2.

Networking Event

Volunteer Opportunity 

January

15    
Protecting Privacy of 
Student Health Information: 
Compliance with HIPAA and 
FERPA

22    
2020 Telemedicine Webinar 
Series, Part I: Telemedicine 
Legal and Regulatory Issues

23    
Lessons Learned in Navigating 
a Physician Practice 
Bankruptcy or Assignment 
Proceeding

28    
Legal and Public Policy 
Perspectives on the 
Administration’s Price 
Transparency Initiative

29    
2020 Telemedicine Webinar 
Series, Part II: Privacy and 
Security Issues in Direct to 
Consumer Telehealth

30-31   
Academic Medical Centers and 
Teaching Hospitals Institute

Crystal Gateway Hotel 
Arlington, VA

PYA has provided sponsorship in 
support of this program.

• Jan 30—Luncheon, hosted by 
Academic Medical Centers and 
Teaching Hospitals and Life 
Sciences Practice Groups,  spon-
sored by PYA

February

5    
2020 Telemedicine Webinar 
Series, Part III: Telemedicine 
Reimbursement: Medicare, 
Medicaid, and Commercial 
Coverage

10-12   
Physicians and Hospitals Law 
Institute

Sheraton Grand Phoenix 
Phoenix, AZ

Platinum Sponsor: HORNE LLP 
Gold Sponsor: PYA, SullivanCotter 
Silver Sponsor: HMS Valuation 
Partners

• Feb 10—Luncheon, hosted by 
Physician Organizations Practice 
Group

• Feb 10—Luncheon, hosted by 
Health Care Liability and Litigation, 
In-House Counsel, and Labor and 
Employment Practice Groups

• Feb 11—Luncheon, hosted by 
Health Information Technology 
Practice Group

• Feb 11—Luncheon, hosted by 
Hospitals and Health Systems 
Practice Group, sponsored by  
Affiliated Monitors 

12    
2020 Telemedicine Webinar 
Series, Part IV: Structuring and 
Payment for Remote Patient 
Monitoring Services

19    
Payers, Plans, and Managed 
Care Practice Group 
Educational Call 

24    
Life Sciences Practice Group 
Educational Call 

26    
Compensation Under 
Management Agreements  
for Joint Ventures

http://www.healthlawyers.org/News/Connections/Pages/default.aspx
http://www.healthlawyers.org/events
http://www.healthlawyers.org/events
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Connections to Learning

27    
Federal False Claims Act:   
A Year in Review

March

2-4   
Long Term Care and the Law

Grand Hyatt San Antonio 
San Antonio, TX

PYA has provided sponsorship in 
support of this program.

• Mar 3—Luncheon, hosted by Post-
Acute and Long Term Services 
Practice Group

25-27   
Institute on Medicare and 
Medicaid Payment Issues

Baltimore Marriott Waterfront Hotel 
Baltimore, MD

PYA has provided sponsorship in 
support of this program.

• Mar 20—Luncheon, hosted by 
Regulation, Accreditation, and 
Payment Practice Group

April

20-22   
Health Care Transactions

JW Marriott Nashville   
Nashville, TN

Platinum Sponsor: PYA 
Gold Sponsor: HORNE LLP, Veralon 
Silver Sponsor: JTaylor, HMS 
Valuation Partners

May

4-6   
Mediating Health Care 
Controversies 

Attune (formerly MicroTek) 
Washington, DC

June

28    
In-House Counsel Program

Manchester Grand Hyatt 
San Diego, CA

Ntracts Inc has provided 
sponsorship in support of this 
program.

29-July 1  
Annual Meeting

Manchester Grand Hyatt 
San Diego, CA

Your Experts in 

Anesthesia 

Auditing, 

Coding and 

Compliance

AUDITING FOR COMPLIANCE 

AND EDUCATION, INC. 

6804 W. 107th Street, Suite 200

Overland Park, KS  66212 

Office: 913-648-8572

Kayla Lee: kaylal@aceauditors.com

www.aceanesthesiapain.com 

Programse
Miss one of our 2019 
in-person programs?
ePrograms cover a broad range of 
substantive topics of interest to lawyers 
and other professionals who advise the 
health industry. 

Please visit our website for a complete list 
of available ePrograms.

www.healthlawyers.org/eprograms

http://www.healthlawyers.org
http://www.aceanesthesiapain.com
http://www.healthlawyers.org/eprograms
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Member Service

Volunteer Recognition: October 2019 

AHLA has a wonderful tradition of members sharing their expertise and insight with each other. Members generously  
donate their time and energy through speaking, writing, and other service to the organization. Volunteers are the heart  
of the Association—thank you for all you do!  

PROGRAMS AND DISTANCE 
LEARNING

In-Person Programs
Tax Issues for Health Care Organizations
Christopher T. Arneson, U.S. Senate Finance  
 Committee
Kimberly Baltz, Bon Secours Mercy Health 
Darci McCarthy Bentson, Bozeman Health 
Ray Bunyard, Baylor Scott & White Health 
Geoffrey M. Campbell, IRS-TEGE Exempt  
 Organizations R&A 
Robert J. Cepielik, Deloitte Financial Advisory  
 Services LLP 
Stephen M. Clarke, Ernst & Young LLP 
Janine Cook, Internal Revenue Service 
Melanie Anne Egorin, Committee on Ways  
 and Means 
Polly D. Federico, Sentara Healthcare
Michael N. Fine, Wyatt Tarrant & Combs LLP 
Robert W. Friz, PwC 
Gerald M. Griffith, Jones Day
J. Leigh Griffith, Waller Lansden Dortch &  
 Davis LLP
Travis F. Jackson, King & Spalding LLP 
Edward J. Jennings, University of Michigan 
Cynthia Meise Jones, Common Spirit Health 
Andrew D. Kloeckner, Baird Holm LLP
Susan Kopf, MedStar Health 
Jeffrey W. Kroh, Groom Law Group, Chartered 
Catherine E. Livingston, Jones Day
Jesse Meals, PricewaterhouseCoopers LLP
Telly Meier, Internal Revenue Service
Elizabeth M. Mills, Elizabeth M. Mills PC 
Linda Sauser Moroney, Manatt Phelps & 
  Phillips LLP
Helen Morrison, Ernst & Young LLP 
Maureen D. Mudron, American Hospital  
 Association
Kathy Pitts, Ernst & Young LLP
Preston James Quesenberry, KPMG LLP
Elinor C. Ramey, U.S. Department of the  
 Treasury 
Alexander L. Reid, Morgan Lewis &  
 Bockius LLP
Amber R Salotto, U.S. Department of the  
 Treasury
John L. Schoenecker, U.S. Senate Committee  
 on Finance
Kendall A. Schnurpel, Krieg DeVault
Emily J. Smithson, PYA
T.J. Sullivan, Drinker Biddle & Reath LLP 
Vicky Tsilas, Ballard Spahr LLP
Curt G. Wilson, KPMG LLP 
Cynthia F. Wisner, Trinity Health

Karen L.P. Wolfson, Beth Israel Lahey Health
Paul Yoder, Crowe LLP

Educational Calls
Fair Market Value Affinity Group Educational 
Call
Terri Wagner Cammarano, Cedars-Sinai
Alex T. Krouse, Parkview Health
Emma Miller, ECG Management Consultants
Kimberly A. Mobley, Sullivan Cotter and  
 Associates Inc
Bartt Warner, VMG Health
Joseph N. Wolfe, Hall Render Killian Heath  
 & Lyman PC

Behavioral Health Task Force and Regulation, 
Accreditation, and Payment Practice Group Joint 
Educational Call
Mary C. Malone, Hancock Daniel & Johnson PC
Emma Phebe Pelkey, Lewis Brisbois Bisgaard &  
 Smith LLP

Physician Organizations Practice Group Educa-
tional Call
Radha V. Bachman, FisherBroyles LLP
Ethan E. Rii, Vedder Price

Children’s Health Affinity Group Educational 
Call
Rebecca F. Cady, Children’s National Health  
 System
Mary Anne Hilliard, Children’s National Health 
 System
Lisa Scafidi, Children’s National Hospital
Mary Katherine Schwemmer, The Children’s  
 Hospital of Philadelphia

Webinars
Rural Health and the Law, Part II: Integrating 
Legal Services into Recovery Efforts: Can Medi-
cal-Legal Partnerships Help?
Ellie Bane
Mark J Cardosi, Ohio State Legal Services  
 Association
Ellen Lawton, National Center for Medical-Legal 
  Partnership
Loretta Rush, Indiana’s 108th Supreme Court  
 Justice

When HIPAA and Part 2 Collide: Old Challenges 
and New Rulemaking
Jena Grady, Nixon Peabody LLP
Jennifer M. Lohse, Hazelden Betty Ford  
 Foundation

Rebecca Frigy Romine, Polsinelli PC
Anna Stewart Whites, Anna Whites Law  
 Office LLC

The New Landscape for SNF Arbitration: Best 
Practices for an Uncertain Future
Geoff Drucker, American Health Lawyers  
 Association
William Jerad Rissler, Arnall Golden Gregory LLP

Stark and AKS Proposed Rules: What You Need 
to Know
Curtis H. Bernstein, Pinnacle Healthcare  
 Consulting
Kimberly Brandt, Centers for Medicare &  
 Medicaid Services
Matthew Edgar, Centers for Medicare &  
 Medicaid Services
Susan Alexis Edwards, DHHS Office of the  
 Inspector General
Robert G. Homchick, Davis Wright Tremaine LLP
Stewart W. Kameen, DHHS Office of the  
 Inspector General, Industry Guidance Branch
Julie E. Kass, Baker Donelson Bearman Caldwell  
 & Berkowitz PC
Vicki L. Robinson, DHHS Office of the Inspector  
 General
Lisa Ohrin Wilson, Centers for Medicare &  
 Medicaid Services

PUBLICATIONS, RESOURCES, AND 
PERIODICALS

AHLA Connections 
The Supreme Court’s Allina Decision: How 
the DSH Ran Away with the APA’s Notice and 
Comment Rulemaking Requirement
Daniel J. Hettich, King & Spalding LLP

Young Professionals—Questions and Answers to 
Consider When Finding and Taking Advantage 
of a Clerkship or Fellowship at a Health Care 
Organization
 Margia K. Corner, University of California  
 Office of the President
Talford J. Thompson, UC Irvine School of Law (2L)

Women’s Network—Annual Meeting Roundtable 
Discussions and Networking 
Cori Casey Turner, Husch Blackwell LLP

http://www.healthlawyers.org/News/Connections/Pages/default.aspx
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Member Service

Opt-In to the  
Volunteer Pool  
and Complete Your 
Volunteer Profile
AHLA has revised the volunteer 
process. To opt-in to the Volunteer 
Pool and complete your Volunteer 
Profile, visit www.healthlawyers.
org/volunteer. This will help us 
know what kind of volunteer 
opportunities you are interested 
in. Going forward, you will receive 
email alerts when we think you’ll 
be a good fit for a new volunteer 
opportunity.

AHLA Weekly 
Extensive Changes to the Stark and Anti-Kick-
back Statute Regulations Are Designed to Remove 
Barriers to Innovation and Create Clarity
Kristin M. Bohl, Baker Donelson Bearman  
 Caldwell & Berkowitz PC
Julie E. Kass, Baker Donelson Bearman Caldwell  
 & Berkowitz PC

Nonprofit Health Care, Social Responsibility, and 
the Accountable Capitalism Act
Robert C. Louthian III, McDermott Will &  
 Emery LLP
Michael W. Peregrine, McDermott Will &  
 Emery LLP

Journal of Health & Life Sciences Law, 
Vol. 13 No. 2
Andrea M. Ferrari, HealthCare Appraisers Inc
Jamie S. McIntyre, HealthCare Appraisers Inc
Rachel Park, Norton Rose Fulbright
Daniel F. Shay, Alice G Gosfield & Associates PC
Jane Pine Wood, BioReference Laboratories INC

Podcasts 
Speaking of Health Law—Expert Insights: HHS 
Deputy Secretary Hargan Talks to AHLA on 
Stark, AKS Proposed Regs
Eric D. Hargan, U.S. Department of Health and  
 Human Services

Speaking of Health Law—Conversations with 
AHLA Leadership
Craig Hunter, Coker Group
Robert R. Niccolini, Ogletree Deakins

Speaking of Health Law—The Lighter Side of 
Health Law
Norman G. Tabler Jr. (Ret.), Faegre Baker  
 Daniels LLP

Practice Group Alerts
Antitrust Suit Against Sutter Health Settles on the 
Eve of Trial
Lucas Ross Smith, Bass Berry & Sims PLC

Contributor Reporting and Larger Implications 
for IRS Guidance
Justin Cook, Bricker & Eckler LLP

Takeaways for Hospitals from the IRS TE/GE 
Fiscal Year 2020 Program Letter
Michael N. Fine, Wyatt Tarrant & Combs LLP
Brian P. Teaff, Bracewell LLP

Practice Group Briefings 
Lending a Helping Hand to Increase Access: 
California’s CalHealthCares Program Is Taking a 
New Approach to Loan Repayment
Claire E. Castles, Jones Day
Elise Rose Culliton, Jones Day

Risk Management and Governance Implications 
Associated with CMS’ Final Rule on Program 
Integrity Enhancements to the Provider  
Enrollment Process
Susan N. Goodman
William W. Horton, Jones Walker LLP
Colin P. McCarthy, McGuireWoods LLP

Practice Group Bulletins 
$424 Million Telemedicine Fraud Conspiracy 
Related to DME Orders
Jonathan Martin, University of Maryland  
 Medical System

A Tale of Two Disciplines: Court Deference in 
Academic Medical Program Student Discipline
Anne Cartwright, Husch Blackwell LLP
Mackenzie Yaw, University of Kansas School of  
 Law

Anti-Kickback Statute Safe Harbor Proposed Rule
Jennifer E. Bolen, The Legal Side of Pain
Erica L. Gnilka, McDermott Will & Emery LLP
Matthew E. Wetzel, Akin Gump Strauss Hauer  
 & Feld LLP

CMS and OIG Publish Proposed Rule Modi-
fying Anti-Kickback Safe Harbors and Stark 
Law Exceptions Related to Shift Away from 
Fee-For-Service Reimbursement
Adam M. Walters, Walters Law PC

CMS Proposed Rule Adds Exceptions to Stark 
Law and Provides Additional Guidance and 
Clarification
J. Taylor Chenery, Bass Berry & Sims PLC
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1 
 Navigating the Road Ahead for Health  
Care Reform—Lisa Campbell, Groom Law  
Group Chartered

Now more than ever, the road ahead for health care reform is 
unclear. Although the Affordable Care Act (ACA) health care 
exchanges are stable and premiums are generally lower for the 
2020 enrollment season, looming in the background is a legal 
threat that could topple the entire ACA. The upcoming 2020 
presidential election also provides for a myriad of health care 
proposals offering to shape the future of health care. Last, but 

not least, the Trump administration’s directives may hamper 
the ability of the agencies to enforce certain ACA guidance. 
All of this is contributing to uncertainty in what lies ahead for 
health care.

Texas v. United States. High-stakes ACA litigation continues 
to threaten health care reform. In February 2018, Texas and a 
group of Republican-led states challenged the constitutionality 
of the ACA, arguing that the repeal of the individual mandate 
penalty renders both the mandate and the entire ACA uncon-
stitutional because the individual mandate could not be severed 
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from the rest of the ACA.1 A district court in Texas agreed and 
ruled that the individual mandate is unconstitutional and the 
entirety of the ACA must be struck down.2

The government (and intervener states) appealed the case to 
the Fifth Circuit. But after appealing, the government informed 
the Fifth Circuit that it changed its mind—it now agreed with the 
plaintiff states that the individual mandate was unconstitutional 
and the balance of the ACA also was inseverable and must be 
struck down.3 Despite the change in position, the Department 
of Justice (DOJ) also argued that only the parts of the ACA that 
harm the plaintiffs are troublesome and that the Fifth Circuit 
should remand to the district court to fashion suitable relief.

On December 18, 2019, the Fifth Circuit held that the indi-
vidual mandate is unconstitutional and remanded the case to 
the district court to conduct additional analysis on severability. 
The decision appears likely to be appealed to the Supreme Court. 
Uncertainty remains as a result of this litigation. Health care 
stakeholders are looking at all potential outcomes and thinking 
about how it could impact the health plans offered on and off the 
federal exchanges, and through Medicare and Medicaid.

Presidential Election Health Care Proposals. The health care 
proposals for the 2020 presidential election can generally be 
categorized into three buckets: Medicare for All; strengthening 
and protecting the ACA; and the Republican health care plan.

❯❯ Medicare for All. There are many variations on the Medi-
care for All proposal—on one extreme, the proposal is to 
move the U.S. health care system to a single national health 
insurance program in which all U.S. residents would get 
health coverage through the government,4 and on the other 
end of the spectrum a Medicare buy-in option for older indi-
viduals not yet eligible for the current Medicare program.5 
Other proposals provide for a national program for all U.S. 
residents with an opt-out for qualified coverage and a public 
plan option.6

❯❯ Strengthening and Protecting the ACA. In the middle are 
health care proposals premised on protecting and strength-
ening the ACA. These proposals include an option for 
individuals to buy into a government Medicare-like plan or 
provide subsidized coverage for individuals who are in states 
that have not expanded Medicaid. They also include changes 
to make coverage more affordable by limiting the amount 
individuals will spend on premiums.

❯❯ Republican Study Committee Health Care Plan. Congres-
sional Republicans released a framework for personalized, 
affordable health care; a health care plan to replace the 
ACA.7 The plan would undo many of the consumer protec-
tion provisions of the ACA (e.g., essential health benefits, 
medical loss ratio, prohibition on annual and lifetime limits, 
preventive services, dependent coverage up to age 26) and 
build on the health care law that pre-dated the ACA. It also 
would establish federally funded state high risk pools and 
modify rules governing health savings accounts (HSAs), 
including giving individuals the ability to use HSAs to pay 
for premiums for individual market coverage. Notably, the 
plan would overhaul Medicaid to become a grant program 
and build on existing coverage options such as health care 
sharing ministries, association health plans, and short-term 
limited duration insurance.

While it’s too soon to know exactly which proposals will ulti-
mately be touted by the nominees, health care stakeholders are 
carefully following these proposals to understand what may be 
coming down the road.

President’s Executive Orders on Agency Guidance. In October 
2019, President Trump released two Executive Orders reining 
in federal agencies’ ability to issue and rely on guidance that 
has not gone through notice-and-comment rulemaking.8 In 
implementing the ACA, federal agencies relied heavily on 
subregulatory guidance, including FAQs. Notably, these orders 
will likely put a damper on the agencies’ ability to issue and 
enforce certain ACA guidance.

Generally speaking, the orders require proper rulemaking 
under the Administrative Procedure Act, which will allow 
regulated entities the opportunity to comment on all proposed 
guidance and reduce “unfair surprise” in the agencies’ enforce-
ment programs.
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2 
 Fraud and Abuse: Developments and 
Trends for 2020—Charles Oppenheim, Amy 
Joseph, and Ben Durie, Hooper Lundy &  
Bookman PC

Although rising fraud and abuse enforcement has increased 
anxiety levels throughout the health care world for years, opti-
mists may feel better about 2020. Partial relief arrived in the 
form of proposed Anti-Kickback Statute and Stark law regula-
tions published on October 17, 2019, which may ease compli-
ance risk and reduce enforcement concerns.9 

Among other things, the proposed Anti-Kickback Statute 
regulations would create new safe harbors for “value-based” 
arrangements and simplify compliance with existing ones. The 
proposed Stark law regulations also create new value-based (and 
other) exceptions, but of equal importance, they clarify certain 
key terms in the current regulations that have historically 
created uncertainty and refute certain findings in a recent series 
of adverse cases as misinterpretations of the Stark regulations.

  
Value-Based Arrangements. A key goal of the proposed rules is 
to promote value-based arrangements, which were hamstrung 
by the traditional exceptions and safe harbors. In furtherance 
of this goal, the Centers for Medicare & Medicaid Services 
(CMS), which has jurisdiction over the Stark law, proposed 
three new exceptions, and the Department of Health and 
Human Services (HHS) Office of Inspector General (OIG), 
which has jurisdiction over the Anti-Kickback Statute, 
proposed three corresponding new safe harbors. The scope of 
organizations, activities, and arrangements covered by these 
proposed exceptions and safe harbors is potentially quite broad.

The proposals would protect three categories of arrange-
ments: full financial risk arrangements, partial risk arrange-
ments, and arrangements in which the participants are not at 
financial risk for health care costs. The burden of complying 
with each exception would depend on the level of risk, with 
greater risk arrangements subject to fewer requirements.

Proposed Stark Regulations. The proposed Stark regulations 
cover a broad array of topics, including proposing value-based 
and other new exceptions. However, the most important imme-
diate impact comes from CMS clarifying the current meaning 
of certain key terms used in Stark law compensation arrange-
ment exceptions. Many proposed changes and clarifications of 
current regulations are a direct response to a series of recent 
False Claims Act (FCA) cases, including United States ex rel. 
Drakeford v. Tuomey Healthcare System, Inc.10

For example, many exceptions require the arrangement to 
be “commercially reasonable” regardless of referrals. Despite its 
importance, this term was never defined in the Stark regula-
tions. The proposed regulations would define “commercially 
reasonable” to mean the arrangement “furthers a legitimate 
business purpose of the parties and is on similar terms and 
conditions as like arrangements” and clarifies that “[a]n 
arrangement may be commercially reasonable even if it does not 
result in profit for one or more of the parties.” The question of 
whether an arrangement must be profitable has been the subject 
of multiple controversial FCA actions. Plaintiffs argued that if 
hospitals lose money on arrangements with physicians when 
comparing collections for physicians’ services with physicians’ 
compensation, then the arrangement cannot be “commer-
cially reasonable” without considering referrals. CMS refuted 
this interpretation of the existing regulations and proposed to 
further cement its views under the proposed regulations.

Likewise, most compensation arrangement exceptions 
prohibit taking the “volume or value” of a physician’s referrals 
into account, which also has stirred controversy in recent FCA 
cases. The “volume or value” standard is undefined within the 
current regulations. Under the proposed regulations, compen-
sation generally would be considered to take referrals into 
account only when the “mathematical formula used to calcu-
late the amount of the compensation” includes the number of 
referrals or amount of other business generated as a variable 
and the amount of compensation correlates with the physician’s 
referrals. Furthermore, despite questions raised by Tuomey 
and other FCA cases, CMS clarified that productivity-based 
physician compensation is not viewed as taking referrals 
into account solely because there are corresponding hospital 
services performed each time the physician performs services 
in the hospital, reaffirming guidance that it has provided on 
this topic during prior rulemaking.

The proposed Anti-Kickback Statute and Stark law regu-
lations offer some relief for a health care field that has grown 
increasingly nervous as enforcement efforts increase in size and 
scope in recent years. Even if the proposed rules are never final-
ized, or the final versions vary significantly from the proposed 
rules, much of the commentary could still prove helpful to 
health care providers navigating compliance with these fraud 
and abuse laws.
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3 
 Value-Based Payments: Ready, Set, Where 
to Now?—Daniel Hettich and Matthew Horton, 
King & Spalding LLP

With a few false-starts and some mixed messages in recent 
years for valued-based payment models, what can we expect 
in the year ahead? We believe 2020 will be marked by three 
general trends: (1) reintroduction of mandatory alternative 
payment models, (2) increasing insistence on two-sided risk 
models with downside risks for providers, and (3) value-based 
transformation in primary care.

Return of mandatory alternative payment models? In an about-
face, CMS has signaled a reintroduction of new mandatory 
alternative payment models over the past year. Originally, in 
late 2015, the Comprehensive Care for Joint Replacement  
(CJR) model made headlines for several reasons, one of which 
was that many hospitals were required to participate.11 In 2016, 
CMS proposed several additional mandatory episode-based 
payment models covering some of the most common proce-
dures in Medicare.12

In 2017, however, coinciding with a change in administra-
tion, CMS’ policy towards mandatory participation abruptly 
changed. The episode-based payment models proposed in 2016 
were rescinded, and CMS revised the CJR model to reduce the 
number of hospitals required to participate while allowing 
other hospitals to opt-out of further participation.13 These 
developments understandably caused speculation that there 
would be no expansion of mandatory bundled payment models 
under the current administration. This year will test that 
assumption—in 2019, CMS proposed the Radiation Oncology 
Model, which would require participation by certain providers 
and suppliers that furnish radiotherapy services within selected 
core-based statistical areas.14 If this proposal is finalized in 
2020, it would be significant in its own right, but it also could 
open the door for other mandatory bundled payment models 
including, perhaps, the reincarnation of the cardiac-focused 
models previously finalized and abandoned by the agency.

Increasing downside risks for providers. Previously, CMS 
encouraged participation in various valued-based payment 
models by sharing gains with providers while allowing 
providers to limit, or avoid entirely, sharing in any losses, i.e., 
downside risk. In recent years, however, CMS has increasingly 
insisted that providers accept two-sided risk, including the 
risk of losses, and 2020 will be a key year to see how successful 
CMS’ push is. For example, CMS is designing many new 
payment models to meet the Advanced Alternative Payment 

Model (APM) criteria under the Quality Payment Program 
(QPP), which requires participants to, among other things, 
bear a more-than-nominal amount of financial risk. (Clinicians 
participating in Advanced APMs may become eligible for a 5% 
incentive payment for years 2019 through 2024 and a higher 
0.75% update under the Physician Fee Schedule in subsequent 
years.) Since limited time is available to receive those QPP 
incentives, CMS likely will continue payment model designs 
in the year ahead that include sufficient downside risk to meet 
the Advanced APM standards. Whether those models attract 
enough participants, and how those participants fare finan-
cially, will be important data points in assessing the viability  
of voluntary two-sided risk models going forward.  

CMS also has finalized revisions to the Medicare Shared 
Savings Program, which now requires Accountable Care  
Organizations (ACOs) (with agreement periods beginning  
July 1, 2019 and annually thereafter) to repay to CMS a portion 
of any shared losses beginning no later than their third year of 
participation.15

Value-based transformation in primary care. The options for 
primary care physicians have been relatively limited for partic-
ipation in value-based payment models. In 2019, CMS added 
two primary care model options, each containing various 
iterations.16 First, the Primary Care First model is regionally 
based across multiple payers and will have a population-based 
payment with a performance-based adjustment (this is the 
same general framework as the Comprehensive Primary Care 
Plus—aka CPC+—model). Second, the Direct Contracting 
(DC) model also is voluntary but takes an approach like ACOs 
where an organization can manage Medicare fee-for-service 
expenditures. For doing so, participants can receive (depending 
on the particular option) capitated, population-based 
payments. Notably, certain options under the DC model allow 
for 100% shared savings/shared losses that will, essentially, 
make participants responsible for the total cost of care (i.e.,  
Part A and Part B services) for certain Medicare beneficiaries.
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With the likely introduction of the first new mandatory 
bundled payment program under the current administra-
tion, the increased insistence on two-sided risk models, and 
the expansion of value-based purchasing into primary care, 
2020 promises to be another important year in the agency’s 
continued attempt to transform Medicare from a fee-for-service 
system to a system that pays based on the value and quality of 
the services provided.

4 
Cybersecurity & Electronic Health 
Records—Deborah Farringer, Belmont University 
College of Law

Cybersecurity and data breaches in the health care industry 
continued to be significant challenges facing the industry 
in 2019. Looking forward to 2020, two primary areas in the 
context of cybersecurity and health information technology are 
trending and should be on the minds of attorneys who advise 
health care industry clients. First, data breaches of protected 
health information continue to plague providers, health plans, 
and business associates and these breaches appear poised to 
increase in 2020 based on current trends. Data breaches are 
exceedingly costly and time consuming for health care entities 
and many are struggling to adequately respond. For the year 
ahead, the industry should take note of regulators’ efforts to 
curb breach incidences, strengthen cybersecurity, and attempt 
to reverse existing trends. Second, the federal government—
through the OIG and DOJ—has started to apply more scrutiny 
to technology in the context of enforcement of applicable fraud 
and abuse regulations. Attorneys should be cognizant of this 
new potential area of focus and take appropriate steps now to 
ensure compliance with fraud and abuse laws in the future.

2019 will be another record-breaking year for the number 
of health care data breaches of 500 or more records, with more 
than 386 data breaches reported to HHS through November 
1, 2019. Even with a month left to go in 2019, these breaches 
already represent an increase over 2018.17 Additionally, these 
breaches have affected more individuals than in previous years, 
with 2019 far outstripping the number of individuals affected 
by data breaches in years’ past. The costs of dealing with cyber 
incidents also has continued to rise, making the average cost 
per health record breached for the health care industry more 
than two times the next highest industry.18 With malicious 
attacks, such as hacking, becoming the leading cause of health 
care data breaches, it is highly likely that these recent trends 
and statistics will continue into 2020. 

There have been some statutory and regulatory devel-
opments that will hopefully assist the industry in reversing 
current trends. First, CMS recently issued proposed rules to 
the Stark law regulations and and the Anti-Kickback Statute 
regulations and some of the changes include the easing of 
existing barriers to combatting cyber incidents.19 For example, 
the proposed rules would extend the existing exception for the 
donation of hardware or software for electronic health records 
(EHRs) to include the donation of cybersecurity software that 

protects EHRs. Because hackers and cyber criminals often gain 
entry through “weak links” in a network, it is vital to ensure 
security of all electronic health systems that might have access 
to a network. The ability for larger, more financially stable enti-
ties to share software that will prioritize cybersecurity among 
entities without the financial resources to invest in cyberse-
curity tools will assure security throughout a network and 
may ease concerns about the sharing of data with entities that 
historically had few cybersecurity measures in place. It should 
be noted that the proposed rule to the Anti-Kickback Statute 
regulations would prohibit a hospital from including donation 
of cybersecurity technology as an administrative expense in 
the hospital’s cost reports. Another proposed change would 
clarify the meaning of “interoperability” for EHRs and further 
prohibit entities from information blocking and data locking.20 
These changes are intended to facilitate data sharing and could 
potentially help reduce the high cost of data breaches.

Second, although not directly in response to cybersecurity 
threats but as part of addressing larger infrastructure chal-
lenges that exacerbate cyber risk, the Office of the National 
Coordinator for Health Information Technology (ONC) 
under a directive of the 21st Century Cures Act (Cures Act)21 
released a second draft of the Trusted Exchange Framework 
and Common Agreement on April 19, 2019.22 This document 
“outline[s] a policy and technical approach to enable nation-
wide exchange of electronic health information across dispa-
rate health information networks.”23 That is, the framework is 
a roadmap for creating a system of nationwide connectivity. 
If the framework gains industry acceptance, it should assist 
providers, payers, and suppliers, which currently must join 
multiple networks to access the varied electronic health data 
that they might need, by enabling exchange across various 
networks and platforms. It is currently considered guidance 
only, with ONC still seeking comments. Achieving the aims 
of the framework, which could be especially helpful for small 
and medium-sized providers, will depend in large part on how 
much the industry embraces and supports the initiative. 

Lastly, EHR vendors, technology companies, and health 
care providers should be on notice of prosecutors’ increasing 
efforts to root out fraud and abuse connected to EHRs and 
other health information technology. Following the first 
settlement with an EHR vendor in 2018 for FCA violations, the 
DOJ announced in 2019 an additional settlement involving 
another EHR vendor based on similar allegations.24 Yet another 
vendor disclosed a proposed settlement to resolve a similar DOJ 
investigation.25 Additionally, DOJ is continuing to pay close 
attention to false certifications of “meaningful use” of EHRs at 
the provider level and has increased focus on telemedicine, as 
many states and Medicare have expanded the use of telemed-
icine to rural areas. As the use of EHRs continues to rise and 
providers and payers come to rely more heavily on technology 
for services, billing, and collection, this increased scrutiny is 
likely to grow.
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5 
 Bipartisan Interest in Patient Price 
Transparency & Surprise Billing 
Proposals—Xavier Baker and Joe Records, Crowell 
& Moring LLP

A rare bipartisan consensus coalesced around the issue of 
“surprise” medical bills and price transparency in 2019 at 
both the federal and state levels. Multiple legislative proposals 
emerged on the Hill and the White House articulated policy 
goals, but so far no bill has been enacted. 

Legislators and policymakers are grappling with how to 
address competing interests from patients, providers, and 
health plans when a patient unknowingly receives out-of-net-
work services. As typically presented, a patient goes to an 
in-network facility but receives professional services from a 
physician who is out-of-network under the patient’s health 
plan. The patient’s in-network facility charges are limited to the 
negotiated in-network amount and reimbursed by the health 
plan (plus any applicable cost-sharing payable by the patient), 
but the patient may be balance billed for the difference between 
the plan’s allowed amount and the out-of-network provider’s 
billed charges. The balance bill can be substantial.

Several states have enacted laws around balance billing 
and price transparency within the past few years that regulate 
state-licensed providers and health insurance plans. Impor-
tantly, however, only Congress can amend the Employee Retire-
ment Income Security Act (ERISA), which governs over half of 
private health coverage in the United States. Some of the federal 
proposals in play would establish payer requirements that apply 
to ERISA plans, greatly expanding the breadth of their poten-
tial impact. 

Proposals have included: prohibitions against balance 
billing, price-setting devices (like arbitration), and transpar-
ency requirements. 

Balance Billing Prohibitions. Most surprise billing proposals 
prohibit balance billing in specific situations. Typically, they 
protect patients who receive emergency services at out-of- 
network facilities or who unwittingly receive out-of-network 
services while at in-network facilities, such as reference labo-
ratory, radiology, or anesthesiology services from providers 
selected by the hospital. Some place a cap on patient cost-
sharing responsibility of the amount that would be charged for 
in-network services. 

Price-Setting Devices. Most proposals include one or more 
devices for either prospectively setting prices, retroactively 
resolving pricing disputes between the provider’s billed charge 
and the payer’s allowed amount, or both. One popular device 
is arbitration. Federal proposals have included “baseball-style” 
arbitration, potentially limited to claims with values that rise 
above a threshold of $750. Some states, such as New York,  
have arbitration requirements. On average, arbitrators in New 
York awarded providers payments at over 80% of compiled 
billed charges.26 

Instead of arbitration, one proposal would enact an in-net-
work guarantee, essentially requiring facilities to agree in their 
contracts with payers to ensure that all providers performing 
services for each payer’s enrollees will be in-network providers 
or will accept in-network reimbursement rates as full payment 
for claims. 

Another proposal establishes reimbursement rates based on 
the median in-network contracted rates by geographic region, 
irrespective of the payers’ out-of-network allowable amounts or 
the providers’ billed charges. This idea has generated contro-
versy among payers and providers because of concerns about 
disclosure of highly confidential proprietary reimbursement 
rate information. 

Transparency Requirements. Some proposals require disclo-
sure of providers’ network status to patients and/or patients’ 
full out-of-pocket responsibility in advance of scheduled care 
or services being performed. A patient could not be charged 
out-of-network rates for services performed by providers whose 
network status was not properly disclosed. 

In August 2019, CMS proposed to implement the admin-
istration’s policy goals related to surprise medical bills with 
extensive hospital price transparency requirements to be 
implemented under the Medicare Hospital Outpatient Prospec-
tive Payment System (OPPS).27 After receiving “over 1,400 
comments” on the proposal, CMS finalized the hospital price 
transparency requirements in November 2019. The regulations 
require hospitals, by 2021, to disclose not only their stan-
dard charges, but also charges negotiated with payers under 
provider network contracts.28 At the same time, CMS also 
issued a proposed rule that would require health plans to give 
consumers real-time, personalized access to cost-sharing infor-
mation and to disclose on a public website negotiated rates for 
in-network providers and allowed amounts paid for out-of- 
network providers.29

Despite the rare consensus among policymakers to do some-
thing, substantive questions about how to address the issue 
have drawn varied responses from legislators, administration 
officials, the industry, and the public, which will continue to  
be debated in the year ahead. 
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6 
 Patient Privacy in an Era of Big Data 
and Artificial Intelligence—Scott Bennett, 
Coppersmith Brockelman PLC

Every day, the world produces 2.5 quintillion bytes of data. 
That is more than 166,000 times all the data in the Library of 
Congress, generated every 24 hours.30 That vast sea of bytes, 
combined with the power of artificial intelligence (AI) tech-
nologies, is raising questions about current legal standards for 
deidentifying or anonymizing protected health information 
(PHI) and other personal information.

When PHI is deidentified, it is no longer governed by 
the Health Insurance Portability and Accountability Act 
(HIPAA).31 Similarly, neither the General Data Protection 
Regulation (GDPR) of the European Union nor the California 
Consumer Protection Act (CCPA) restricts the use of personal 
information that has been deidentified or anonymized.32

The ability to use deidentified information is critical for 
large-scale research. As the CEO of an online therapy platform 
wrote in the New York Times, “The more anonymous data we 
collect—demographic and medical—the better we can identify 
causes, diagnose early and develop better treatments.”33

Recent studies have shown that it is surprisingly easy to 
reidentify individuals from supposedly deidentified datasets. 
For example, a study published in July 2019 in the journal 
Nature found that 99.8% of Americans can be reidentified from 
any dataset that includes 15 pieces of demographic informa-
tion—none of which is a HIPAA identifier.34 Researchers have 
been able to reidentify individuals from deidentified hospital 
discharge data, deidentified data from genomic studies, and 
even deidentified medical records released by the Australian 
Department of Health.35

AI technologies are making it even easier to reidentify indi-
vidual people from deidentified data. This is because of AI’s prodi-
gious ability to sort through massive amounts of information 
and make connections between disparate data points. Consider 
a study published in December 2018 in JAMA, which involved 
a form of AI called machine learning. The algorithm identified 
individuals by learning daily patterns in their step data, then 
linked those individuals to their demographic information.36

The confluence of big data and AI raises questions about 
how we preserve patient privacy. One question is whether we 
need stricter standards for deidentification/anonymization 
under HIPAA, the GDPR, and the CCPA. Another is whether 
we need new legal restrictions to prevent the reidentification of 
personal information.

The JAMA study involving step data is a specific example of 
a much broader issue—how to deal with the massive amount 
of data that is relevant to people’s health but that exists outside 
the traditional health care system. That includes data gener-
ated by smartphones, fitness trackers, and other wearable and 
mobile devices. All that data can be used in digital phenotyping, 
a means of assessing people’s health and wellbeing based on 
their digital fingerprints.37 For example, research has suggested 
that keyboard typing patterns might help detect early signs of 
Parkinson’s disease.38 Another study found that the language 
people use in social media posts could predict depression.39 

Much of our health-related digital data falls between the 
cracks of current regulation. States have started to fill those 
gaps by enacting broad privacy laws. California has led that 
effort, enacting the CCPA as well as a connected-devices law40 
that both go into effect in 2020. But legislation by individual 
states could create a patchwork of different, and potentially 
conflicting, legal rights and requirements. One question for 
2020 is whether other states will follow California’s lead by 
enacting their own privacy laws, as some already have. Or 
will the federal government step in, perhaps by expanding the 
enforcement authority of the Federal Trade Commission (FTC), 
or by finally enacting the federal privacy law that has been 
discussed in Congress for years?

7 
Health Care Antitrust Trends to Watch in 
2020—Dionne Lomax, Questrom School of Business 
at Boston University

In the health care antitrust arena there are several developments 
on the horizon in 2020 that health care practitioners need to 
keep top of mind. They include everything from a surge in anti-
trust enforcement from state attorneys general (AGs), increased 
scrutiny and challenge of vertical mergers, the criminal prosecu-
tion of price fixing in the pharmaceutical industry, and ongoing 
challenges to other conduct in the pharmaceutical industry 
(including a continued focus on pay-for-delay prosecutions).

Surge of Enforcement from State Attorneys General. While 
vigorous antitrust enforcement will continue, the source of 
such increased enforcement has lately come from state AGs. 
For example, the California AG filed a complaint against Sutter 
Health (Sutter) alleging (under state law) that its anticompet-
itive conduct was largely responsible for the increased cost 
of health care in Northern California.41 The state alleged, 
among other things, that Sutter leveraged its market power to 
prevent insurers from using steering and tiering mechanisms 
to counter what payers viewed as Sutter’s excessive pricing. The 
complaint alleged that Sutter’s contracts with network vendors 
included all-or-nothing terms to require payers to accept all of 
Sutter’s sites, essentially leveraging its “must-have” hospitals 
that are required to create commercially viable networks. Large 
health care providers with significant market share in one or 
more geographic areas need to be mindful of their contracting 
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practices and should ensure that their business strategies do 
not expose them to significant antitrust risk. This case serves as 
an important reminder that state AGs can be just as skeptical 
about the effects of certain contracting practices (particularly 
those that target rivals) as federal antitrust enforcers and will 
take the lead on prosecuting anticompetitive conduct with or 
without the involvement of federal antitrust authorities. 

Increased Scrutiny of Vertical Mergers: The Colorado AG 
recently settled a complaint challenging UnitedHealth Group, 
Inc.’s (United’s) proposed acquisition of DaVita Medical Group 
(DMG). Although the transaction had both horizontal and 
vertical features,42 in Colorado, the transaction was purely 
vertical. The transaction involved the combination of United’s 
health insurance business and DMG’s managed care provider 
organization (MCPO) and physician network in Colorado. 
Because DaVita’s MCPO services and physicians serve as inputs 
to United’s Medicare Advantage insurance plans, there was 
a concern that United would reduce competition by raising 
DMG’s prices to rival Medicare Advantage insurance plans. 
The Colorado AG’s settlement reportedly saved the FTC from 
a stalemate, as noted by the Statements of Commissioners 
Slaughter and Chopra, who stated that they voted to approve 
the FTC’s settlement43 because of the separate action the Colo-
rado AG brought to address their competitive concerns.44 This 
is just one example of many where a state AG played a critical 
role in antitrust enforcement. Other state AGs are increasingly 
taking a page out of the playbook from federal regulators and 
developing their own expertise in analyzing and prosecuting 
hospital mergers. The industry should keep a keen eye on state 
AG activities in the new year. 

Criminal Prosecutions in the Pharmaceutical Industry: Earlier 
this year, the DOJ filed criminal charges against generic 
pharmaceutical company, Heritage Pharmaceuticals Inc. 
(Heritage), for conspiring with its competitors to fix prices, 
rig bids, and allocate customers. Under a deferred prosecu-
tion agreement, Heritage admitted the charges, agreed to pay 
a $225,000 penalty, and to cooperate with the DOJ’s ongoing 
criminal investigation into conduct by other pharmaceutical 
manufacturers.45 The case against Heritage was only the third 
such prosecution in connection with the alleged antitrust 
conspiracy in the generic pharmaceutical industry. In an envi-
ronment where rising health care costs continue to burden U.S. 
consumers, the DOJ is subjecting the industry to heightened 
scrutiny, and will not hesitate to bring criminal charges for 
antitrust violations when warranted. We should certainly antic-
ipate future prosecutions stemming from these investigations 
in 2020. The FTC also is signaling its continuing assessment of 
contracting practices in the pharmaceutical industry. In May 
2019, FTC Chairman Joe Simons asked Congress for additional 
funding to pursue pay-for-delay cases in the pharmaceutical 
industry, noting that “the Commission has prioritized ending 
anticompetitive reverse payment patent agreements in which a 

brand-name drug firm pays its potential generic rival to delay 
entering the market with a lower cost generic product.”46 The 
FTC’s request for additional funds to support these efforts 
means more of these challenges can certainly be expected in 
the near future.

8 
The Health Care Workforce—John Ryan and 
Mary Kate Liffrig, Hall Render Killian Heath & 
Lyman PC

The health care workplace has evolved over the past several 
years, particularly as states have become more active in passing 
laws affecting employers in areas that have been traditionally 
governed by federal law. These state laws have begun to reshape 
the legal framework within which health care employers operate. 
In 2020, we anticipate that these state laws—along with federal 
laws and much-anticipated Supreme Court opinions—will 
continue to transform the health care workplace. Several of the 
more significant areas to watch in 2020 include the following. 

Lawful Use of Drugs. Although it remains a “Schedule 1” drug 
under the federal Controlled Substances Act, 33 states and DC 
have legalized the medical and/or recreational use of mari-
juana. Health care employers in many states are now faced with 
the daunting task of adopting or modifying existing drug-
free workplace and drug testing policies to adequately ensure 
patient safety without running afoul of state laws. Many states’ 
laws indicate that an employer can prohibit the use of mari-
juana in the workplace and/or impairment in the workplace. 
However, because of the nature of marijuana and how it is 
metabolized, it isn’t always possible to ascertain via traditional 
drug testing when an employee has used marijuana or whether 
the employee is impaired at the time of the test. Employers 
in certain states risk violating state law if they consider an 
employee impaired solely because of the presence of metabo-
lites or components of marijuana in a test.47 In addition, certain 
states’ anti-discrimination laws may require accommodation 
of an employee on the basis of medicinal marijuana use.48 
As a result of these state laws, coupled with the ineffective-
ness of drug testing for marijuana in certain situations, some 
employers are weighing whether drug testing for marijuana 
continues to be a worthwhile endeavor. In 2020, we expect 
states will continue to pass laws expanding access to marijuana 
and courts will continue to weigh in on marijuana use and its 
impact in the workplace. 

Workplace Violence. Workplace violence has—for the past 
several years—been a challenging concern in the health care 
workplace. In January 2017, the Occupational Safety and 
Health Administration (OSHA) granted petitions from a 
broad coalition of labor unions, and separately, from National 
Nurses United to promulgate a standard preventing workplace 
violence in health care.49 While OSHA may take further steps 
toward such a rule in 2020, no formal standards have been 
published. However, in March 2019, the Occupational Safety and 
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Health Review Committee ruled that a health care employer had 
violated OSHA’s general duty clause by “failing to adequately 
address a workplace violence hazard—specifically, the risk of . . . 
employees being physically assaulted by a client with a history 
of violent behavior during a face-to-face meeting.”50 This 
decision may be an indication that OSHA is willing to take a 
broader view of the general duty clause where there is a “direct 
nexus between the work being performed by . . . employees and 
the alleged risk of workplace violence.” This opinion may be 
particularly relevant to mental and behavioral health providers, 
home health providers, and others in the health care industry.

In addition to federal OSHA actions, certain states now 
require employers to implement workplace violence programs. 
Accrediting bodies also have weighed in on the importance of 
adequate protections against workplace violence for health care 
workers. In April 2018, The Joint Commission (TJC) issued a 
Sentinel Event Alert regarding physical and verbal violence 
against health care workers, and in doing so provided suggested 
actions and identified several TJC standards that relate to 
workplace violence.51 Employers should expect to see continued 
efforts by OSHA, legislators, and accrediting bodies to priori-
tize this issue to better protect health care workers. 

Sexual Harassment. In the wake of the #MeToo movement, 
state legislatures have begun addressing the issue of sexual 
harassment in the workplace. Several states have passed laws 
governing sexual harassment policies, trainings, and other 
practices in the workplace. Certain states also have challenged 
the legality of forced arbitration and/or non-disclosure require-
ments for sexual harassment claims. In 2020, we anticipate that 
additional state and local governments will pass laws intended 
to protect victims of sexual harassment in the workplace. 
Health care employers must be aware of the various laws in 
effect that impact them and take steps, both to ensure compli-
ance and to protect their employees from harassment.

Wage and Hour. The U.S. Department of Labor’s (DOL’s) 
final overtime rule updating the salary basis test’s earning 
threshold for exempt employees under the Fair Labor Stan-
dards Act (Final Rule) is effective January 1, 2020. The Final 
Rule increased the minimum salary that must be paid to 
professional, executive, administrative, and salaried computer 
employees, for those employees to be considered “exempt” from 
overtime requirements and established how adjustments to the 
new salary minimums will be made going forward.52 

In light of the Final Rule, health care employers must iden-
tify exempt employees whose current salaries are less than the 
Final Rule’s minimum salary thresholds and consider how to 
bring those employees’ compensation into compliance—either 
by increasing their salaries to meet the Final Rule’s salary 
levels, or by reclassifying those individuals as non-exempt and 
making them eligible for overtime. The DOL anticipates 1.3 
million American workers will become newly eligible for over-
time pay as a result of the Final Rule. 

The DOL also published a final rule updating the regula-
tions addressing the calculation of the regular rate of pay for 
overtime compensation under Section 7 of the FLSA.53 This 
final rule is effective January 15, 2020.

Sexual Orientation and Gender Identity. On October 8, 2019, 
the Supreme Court of the United States heard three cases 
regarding whether Title VII of the Civil Rights Act prohibits 
discrimination on the basis of sexual orientation and/or gender 
identity. The outcome of these cases will have a significant 
impact on employers and employees, particularly in states that 
do not otherwise prohibit discrimination on the basis of sexual 
orientation or gender identity. 

Conscience Rule. The HHS Office for Civil Rights issued the 
final Conscience Rule, which strengthens the conscience 
protections available to employees when those employees 
refuse to participate in certain services that they object to on 
religious or moral grounds.54 As of this writing, the fate of the 
final rule is unclear. The rule triggered several legal challenges, 
and, shortly before the rule went into effect on November 22, 
2019, federal courts in New York, Washington, and California 
vacated the final rule.55

The health care workplace continues to transform, due in part 
to states taking a more active role in areas that have tradition-
ally been governed by federal law. The areas to watch identi-
fied above are merely examples of the myriad ways these state 
laws reshape the legal framework within which health care 
employers operate. 

9 
Medicaid Work Requirements 
—Clifford Barnes, Epstein Becker & Green PC

On January 11, 2018, CMS issued a letter to State Medicaid 
Directors announcing that CMS would approve Section 1115 
waivers where the states condition Medicaid participation on 
working in community engagement programs.56 According 
to the letter, the rationale for such waivers is to support state 
demonstrations that test whether sustained employment or 
other productive community engagement leads to improved 
health outcomes.57 Section 1115 of the Social Security Act 
permits states to experiment, test, and evaluate state specific 
policy changes and to waive state compliance with specific 
Medicaid requirements upon a determination that the state’s 
innovative approach would still promote Medicaid objec-
tives, the most important of which is to promote insurance 
coverage.58

The conflict between the purpose of the 1115 waiver 
program—experiments that still promote Medicaid program 
objectives—and the rationale for the work requirement—
sustaining work to improve health outcomes—is playing out 
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in the courts, which have found a lack of evidence that the 
work requirement programs are promoting Medicaid objec-
tives. All three decisions issued so far have determined that the 
HHS Secretary’s waiver approval failed to adequately consider 
whether the proposed Medicaid innovative work requirement 
program in fact helped the state furnish health coverage. 
For example, in Kentucky, a federal court vacated the HHS 
approved waiver and remanded to HHS to correct its failure 
to consider how the waiver enhanced health coverage.59 After 
further review by HHS and reimplementation by Kentucky, the 
waiver was again challenged with the same result as the first 
decision.60 Court decisions also struck down work requirements 
in Arkansas and New Hampshire.61 As of this writing, HHS has 
approved six states’ work requirement programs but none have 
been implemented. Three states’ work requirements have been 
set aside by the courts and nine states have filed applications 
that are pending.

As a general matter, states have applied the work require-
ment to diverse segments of the Medicaid population, including 
the Medicaid expansion population, the traditional Medicaid 
population, or both. Under the essential terms of the waivers, 
the applicable populations must meet the prescribed work 
requirements, which are typically described as some minimum 
number of hours of work per month, and the timely reporting 
of meeting the minimum. According to CMS, the work require-
ment is anchored in historic CMS principles that emphasize 
work to promote health and well-being.

Kentucky, one of the first states to have its work require-
ments approved by CMS, required both the expansion and the 
traditional Medicaid populations to timely report working 80 
hours per month. However, less than two weeks after CMS’ 
approval of Kentucky’s Section 1115 waiver, 16 Medicaid 
enrollees and a state-wide class challenged the approval.62 

The U.S. District Court for the District of Columbia deter-
mined that the Secretary’s waiver was arbitrary and capricious 
because it failed to adequately consider whether the new waiver 
program would actually help the state furnish medical assis-
tance (health insurance) to its citizens, a central objective of 
Medicaid.

The court decisions setting aside work requirements in 
Arkansas, Kentucky, and New Hampshire reveal the same 
reasoning in each case—that CMS did not take into account the 
new waivers’ effect on health coverage. According to a recent 
study by Harvard researchers, published in The New England 
Journal of Medicine, the implementation of the work require-
ment in Arkansas, the first state to implement the work require-
ment, increased uninsured rates, with thousands of adults 
who were the target of the policy losing insurance coverage in 
the six months after the requirements went into effect.63 The 
study, which provides the first quantitative evidence of the 
work requirement, also found that employment rates of the 
target population did not increase with the new policy. In fact, 
according to the study, the vast majority of those affected by the 
requirement were employed or should have been exempted.

From a public policy prospective, the question is whether 
states can design work requirement programs that marry the 
Section 1115 waiver purpose of increasing health coverage 
and the CMS rationale of improving health. Some states, like 
Georgia, are proposing more tailored and nuanced approaches 
to avoid the legal problems that other states have faced. While 
the federal courts have shut down the current iteration of 
the work requirement programs, certain states are likely to 
continue to attempt to combine the waiver purpose and the 
CMS rationale. Please stay tuned!

10   
The GDPR’s Effect on Health Care 
Entities—Christine Genaitis and Britton  
Nohe-Braun, Dentons US LLP

The General Data Privacy Protection Regulation 2016/679 
(GDPR), which went into effect in May 2018, seeks to regu-
late and standardize the collection, preservation, and use of 
personal data throughout the European Economic Area (EEA) 
as well as the transfer of that data to other jurisdictions. The 
GDPR applies to organizations “established” in the EEA that 
process “personal data” (regardless of whether the processing 
takes place within the EEA) and to organizations not “estab-
lished” in the EEA that (1) offer goods or services to individuals 
in the EEA (even if no payment is required), or (2) monitor the 
behavior of individuals in the EEA. 

The GDPR defines personal data as information relating to 
an identified or identifiable natural person, which is construed 
to include identifiers such as gender, age, date of birth, marital 
status, languages spoken, personal and corporate phone 
numbers and email addresses, corporate internal employee 
identification numbers, IP addresses, and cookies. Although 
anonymous data is not protected by the GDPR, pseudonymous 
data is protected because it is not fully anonymous. 

Applicability to Health Care Entities. Health care entities should 
be cognizant of the fact that the GDPR provides extra protec-
tion for various “special categories” of personal data, which 
includes health data. This data may be processed only with the 
data subject’s explicit consent or in specific circumstances, such 
as when (1) the data controller has employment law obligations 
or must bring or defend legal claims; (2) a substantial public 
interest necessitates the processing of the data; (3) the infor-
mation is publicly available; (4) the information is needed for 
preventative or occupational medicine, public health, research, 
or statistical purposes; or (5) it is in the data subject’s vital 
interest, such as when the data subject is unconscious and at 
risk of dying. 

Health care entities should also ensure that any cross-
border data transfers comply with the GDPR. Proper transfer 
methods include relying on adequacy decisions or utilizing 
appropriate safeguards, such as binding corporate rules, 
standard contractual clauses, approved codes of conduct or 
certification mechanisms, ad hoc contractual clauses, and 
international agreements.
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Health Care Enforcement Actions. Since the GDPR went into 
effect, data protection authorities have levied fines on a number 
of health care entities and professionals, including fines in 
the amount of (1) €460,000 on a hospital for having failed to 
utilize proper internal security measures to protect patient 
records (Dutch Supervisory Authority); (2) €510 on multiple 
unnamed medical centers for improperly processing patient 
data (Bulgarian Data Protection Commissioner); (3) €5,000 on 
an unnamed hospital and €14,000 on an unnamed doctor for 
not being able to locate a patient’s medical file (Cyprian Data 
Protection Commissioner); and (4) €400,000 on a hospital’s 
staff for having improperly gained unrestricted access to all 
patient files through the use of falsified doctor profiles (Portu-
guese Data Protection Authority).

 
Protecting Health Care Entities
❯❯ Good recordkeeping makes for good compliance. Health 

care entities should maintain and update data protection 
policies regularly, appoint a data protection officer, record 
categories of processing that are routinely carried out, 
document cross-border data transfers, and reduce to writing 
all technical and organizational security measures that have 
been put in place.

❯❯ Keep cybersecurity up-to-date. The GDPR requires orga-
nizations to implement “state-of-the-art” data protection, 
which means adopting tried-and-true policies and proce-
dures and utilizing topnotch data protection software. Note, 
however, that the requirement to keep an entity’s cyberse-
curity up-to-date does not necessarily require the entity 
to invest in the newest or most expensive cybersecurity 
measures. Rather, an entity should encrypt as much data 
as possible and regularly update its anti-malware solutions, 
Breach Detection Systems, and security systems that identify 
and prevent network attacks. 

❯❯ GDPR enforcement varies by country. Although intended to 
provide a more harmonized way of protecting personal data 
across the EEA, enforcement of the GDPR across jurisdictions 
has varied dramatically to date. For example, while Denmark 
has yet to impose any significant fines, France had no qualms 
about imposing a $56 million fine on a tech company and the 
United Kingdom fined an airline $230 million and a hotel 
chain $124 million for data breach-related violations. But lest 
anyone think that only the “big” EEA countries are active in 
the area of GDPR enforcement, Lithuania announced that 
75 organizations would face GDPR compliance inspections 
in 2019 alone. The number of GDPR investigations initiated 
in jurisdictions throughout the EEA is expected to increase 
further in 2020 and beyond. 
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Member News

Starnes Davis Florie LLP 
has welcomed Catherine 
“Cat” Kirkland as a 
partner at the firm’s 
Mobile, AL office. A 
native of Long Beach, 

MS, Ms. Kirkland has joined the firm’s 
transactional and regulatory health care 
practice. Her nationwide practice focuses 
on advising health care providers on a 
variety of reimbursement, regulatory, 
compliance, and operational matters. Ms. 
Kirkland brings considerable experience 
with supplemental Medicaid programs, 
physician contracting, hospital collabo-
rations, complex financial modeling, and 
compliance planning. Prior to joining 
Starnes, she was a partner at an Austin, 
TX law firm, which specialized solely on 
nationwide, transactional health care 
matters. Ms. Kirkland received her law 
degree from the University of Texas 
School of Law in 2011 and an undergrad-
uate degree from the University of Texas 
at Austin.

Mark S. Kopson, 
partner at Plunkett 
Cooney PC’s Bloomfield 
Hills, MI office, was 
named by DBusiness 
magazine to its 2020 list 

of “Top Lawyers.” Mr. Kopson specializes 
in health law and is a member of AHLA’s 
Board of Directors. The DBusiness “Top 
Lawyers” list was compiled based on a 
peer-review survey open to all metro 
Detroit, MI lawyers. 

The 2020 edition of 
Maryland Super Lawyers 
has named M. Natalie 
McSherry, principal at 
Kramon & Graham PA, 
to its “Top 50: 2020 

Women Maryland Super Lawyers” list for 
her work in health care. Earlier this year, 
she was named “Lawyer of the Year” in 
mediation by the legal ranking guide The 
Best Lawyers in America. Ms. McSherry 
leads Kramon & Graham’s health care 
group and also practices in alternative 
dispute resolution, appellate, commercial 
litigation, and professional liability.

Karen Goodman 
Mucha recently joined 
the Health Care Industry 
Group of Plunkett 
Cooney PC. She has over 
30 years of experience as 

in-house counsel for a home health and 
hospice provider, physician organiza-
tions, medical centers, and managed care 
organizations. Ms. Goodman Mucha has 
handled a variety of industry-related 
issues, including compliance and code of 
conduct programs, fraud and abuse, 
HIPAA, patient care issues, and agree-
ment disputes with professional service, 
educational affiliation, system-wide 
vendor and vendor procurement, and 
payers.

AUTHOR THANKS

Thank you to our Editorial Advisory 
Board for their hard work in curating the 
content in our new 2019-2020 Edition of 
Federal Health Care Laws and Regu-
lations. AHLA would like to thank: 
William W. Horton, Jones Walker LLP, 
Birmingham, AL; W. Scott Hardy, 
Ogletree Deakins Nash Smoak & Stewart 
PC, Pittsburgh, PA; John A. Meyers, 
Ervin Cohen & Jessup LLP, Beverly Hills, 
CA; Daniel F. Murphy, Bradley Arant 
Boult Cummings LLP, Birmingham, AL; 
Serra J. Schlanger, Hyman Phelps & 
McNamara PC, Washington, DC; Paul 
W. Shaw, Verrill Dana LLP, Boston, 
MA; Donald B. Stuart, Waller Lansden 
Dortch & Davis LLP, Nashville, TN; 
Kelly A. Thompson, Foley & Lardner 
LLP, Jacksonville, FL; and Judith Waltz, 
Foley & Lardner LLP, San Francisco, CA.
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Learn more at www.healthlawyers.org/DRS

AHLA’s Dispute Resolution Service Council unanimously approved a rule change that offers 
new options to parties who are selecting an arbitrator or panel, including up to 15 candidates  
(the cap used to be 10) and more strikes (up to 5 rather than just 1):

•  5 candidates: each party may strike  
up to one candidate

•  10 candidates: each party may strike  
up to two candidates

•  12 candidates: each party may strike  
up to three candidates

•  15 candidates: each party may strike  
up to five candidates

These options are particularly well suited for health care companies facing potentially high-
stakes claims who want the greater sense of control that comes with having multiple strikes.

Reduce your risk with AHLA’s standard arbitration clause.

Multi-Strike Ranking Options Now Available

The ranking options and associated new fees went into effect on September 15, 2019.

Dispute Resolution Service

Your Right to Strike

http://www.healthlawyers.org/DRS
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The Sprint to Modernize and Clarify the 
Stark Law—Part II
Troy Barsky, Crowell & Moring LLP, and Daniel H. Melvin, McDermott Will & Emery LLP

The Centers for Medicare & Medicaid Services (CMS) 
published its much-anticipated proposed Stark rule in 

the October 17, 2019 Federal Register, proposing the most 
substantive changes to Stark regulations since the final Stark II 
rulemaking in the 2000s (Proposed Rule).1 The comment period 
ended on December 31, 2019. Due to the length and detail of 
the Proposed Rule, this is the second article of a two-part series 
and, even then, does not discuss every proposal. Part I was 
published in the December 2019 issue of AHLA Connections.

Part II focuses on CMS’ proposals for:

❯❯ new value-based exceptions including a number of new and 
interrelated definitions that support these new exceptions;

❯❯ a new exception for limited remuneration to a physician and 
revision to the isolated transaction exception; and

❯❯ revisions to the electronic health record (EHR) exception 
and a new cybersecurity exception.

http://www.healthlawyers.org/News/Connections/Pages/default.aspx
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The Proposed Rule attempts to provide relief for parties to 
value-based arrangements not currently protected by the fraud 
and abuse waivers and makes great strides in fulfilling CMS’ 
longstanding goal of giving stakeholders “bright-line” rules. 
However, many of these new exceptions are complicated and 
compliance may be difficult. Further, they may present new 
opportunities for “technical violations” of the Stark law. Finally, 
while CMS has gone a long way to provide regulatory clarity 
and a pathway for value-based arrangements, the compli-
mentary Department of Health and Human Services (HHS) 
Office of Inspector General (OIG) proposed regulations to 
modify the Anti-Kickback Statute and the Beneficiary Induce-
ment Civil Monetary Penalty do not go nearly as far. The OIG 
attempted to propose a similar set of value-based safe harbors 
under its authority, but by adding a number of safeguards that 
are not present in the Stark proposed regulatory changes, CMS’ 
offer of regulatory relief may be undermined by the OIG. 

Value-Based Exceptions
CMS proposes three regulatory value-based exceptions 
combined into one new subsection of the Stark law compen-

sation exceptions at 42 C.F.R. § 411.357. CMS also proposes to 
protect indirect value-based arrangements under a new excep-
tion for indirect compensation arrangements with physicians. 
These exceptions are in response to industry concerns that it is 
not as clear as it should be that common and beneficial arrange-
ments, such as gainsharing, pay-for-quality arrangements, and 
clinically integrated networks, fit within a Stark compensation 
exception. Under these four proposed exceptions, the number 
of regulatory requirements and safeguards increases as the level 
of financial risk accepted by the parties to the arrangements 
decreases. The value-based exceptions only protect compensa-
tion arrangements. Any ownership arrangement that parties 
claim is a value-based arrangement will not be protected under 
these proposed exceptions. 

CMS explained the challenge of crafting a regulation that 
was broad enough to allow for innovative value-based arrange-
ments in an evolving environment. While many commenters 
to CMS’ Request for Information sought a one-size-fits-all 
approach, CMS was concerned that providing one regulatory 
solution would not be adequate. CMS was driven by multiple 
goals: lowering regulatory barriers while also encouraging 
entities to take on greater levels of financial risk. While CMS is 
definitely moving parties to greater levels of risk, it is uncer-
tain whether the agency accomplished its goal of reducing 
regulatory complexity. CMS eliminated the typical safe-
guards of fair market value, prohibiting payment based on the 
volume and value of referrals, and requiring arrangements to 
be commercially reasonable. In their place CMS substituted 
the requirements of financial risk and additional contracting 
requirements. Value-based arrangement participants will 
need to evaluate whether these trade-offs will allow innovative 
payment arrangements to flourish.

Framework/Definitions
All three value-based exceptions focus on a core entity called a 
“value-based enterprise” or “VBE.” The VBE is made up of two 
or more participants, called VBE Participants. The VBE Partic-
ipants need to collaborate to achieve at least one value-based 
purpose. Each of those Participants needs to be a party to a 
value-based arrangement with at least one other VBE Partici-
pant in the VBE. The VBE needs to have a body or person that 
is accountable for the financial and operational oversight of 
the VBE. Finally, the VBE needs a governing document that 
describes the VBE and how the VBE Participants intend to 
achieve their value based purpose. 

CMS defines a VBE Participant as an individual or entity 
that engages in one value-based activity as part of a VBE. Many 
different entities can be a VBE Participant including hospitals, 

While CMS is definitely moving 
parties to greater levels of risk, it 
is uncertain whether the agency 
accomplished its goal of reducing 
regulatory complexity.
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physician groups, and physicians. CMS recognizes that within 
the definition of VBE Participant, it uses the word “entity” to 
describe VBE Participants. CMS makes clear that the word 
“entity”2 within the VBE Participant definition is distinct from 
the narrower Stark law defined term “Entity.” CMS recognizes 
the potential for confusion in using the same word in two 
different ways within the same regulation, but is trying to align 
its definitions with the OIG proposed definitions in the value-
based safe harbors. CMS may want to revise the existing defini-
tion of entity or use a different word within the VBE Participant 
definition to avoid predictable confusion in the future. 

CMS is contemplating whether any entities should be 
excluded from the definition of VBE Participant. For example, 
CMS is considering following the OIG’s lead by excluding labora-
tories; pharmaceutical manufacturers; manufacturers, distrib-
utors, and suppliers of durable medical equipment, prosthetics, 
orthotics, and supplies; pharmacy benefit managers; wholesalers; 
and distributors from the definition of VBE Participant due to 
program integrity concerns. CMS specially calls out laboratories 
and durable medical equipment suppliers as entities that do not 
appear to directly connect with patients and have less justifi-
cation to enter into value-based arrangements. CMS notes that 
these entities would not be prohibited from contracting with 
VBEs and VBE Participants, but they would not be protected by 
the value-based exceptions. If CMS and the OIG narrow the list 
of potential VBE Participants, they will make a policy choice that 
these entities will not be able to engage in value-based arrange-
ments. This potential change will curtail the movement of the 
entire health care industry towards value-based arrangements, 
which is one of the stated goals of both CMS and OIG. In turn, 
the true utility of these exceptions would be greatly diminished. 
Instead, CMS (and OIG) could consider adding additional regu-
latory safeguards for certain VBE Participants rather than simply 
excluding them from participation. 

By protecting a value-based enterprise, CMS is attempting 
to create a universal definition that can cover different permu-
tations of value-based arrangements and the umbrella organi-
zations in which some value-based arrangements operate. For 
example, the VBE definition appears to protect value-based 
entities, like accountable care organizations (ACOs) or clini-
cally integrated networks, where a group of providers collabo-
rate to coordinate care. It also likely applies to contract-based 
value-based arrangements between two parties, like a bundled 
payment arrangement between a hospital and a physician group 
practice. This universal definition gives parties flexibility to 
enter into different types of arrangements without the govern-
ment prescribing the form and structure of those arrangements.

To qualify as a value-based arrangement, the arrangement 
must be reasonably designed to achieve at least one value-
based purpose. A value-based purpose is defined as one of four 
goals related to a target patient population: (1) coordinating 
and managing the care of a target patient population;3 (2) 
improving the quality of care for a target patient population; 
(3) appropriately reducing the costs to, or growth in expen-
ditures of, payers without reducing the quality of care for a 
target patient population; and (4) transitioning from health 

care delivery and payment mechanisms based on the volume 
of items and services provided to mechanisms based on the 
quality of care and control of costs of care for a target patient 
population. This value-based purpose test seems to be a further 
refined list of goals that first appeared in the Medicare Shared 
Savings Program (MSSP) fraud and abuse waivers. Specifically, 
under the pre-participation and participation waivers, CMS 
and OIG said that the protected financial arrangement needed 
to be “reasonably related to the purposes of the Shared Savings 
Program.”4 If you compare the “purposes of the Shared Savings 
Program” test with the “value-based purpose” test, there are 
many similarities between the two. 

VBEs must carefully consider each activity that they engage 
in that may violate the Stark law, and if they plan to use these 
value-based exceptions, they must determine how they will be 
working towards one of these value-based purposes. Yet, the 
four value-based purposes seem vague as written. It is clear 
that the value-based purpose test will have teeth. In preamble 
discussion, CMS provided some specific examples of what 
would not satisfy the value-based purpose test. For example, if 
the value-based purpose of a VBE is to improve quality while 
reducing costs, and the VBE is providing patient care services 
but not monitoring utilization, it would seem that they are not 
meeting the value-based purpose test.5 So, while the standard 
itself is vague, CMS clearly has a specific idea of what would 
and would not qualify as a value-based purpose. Because health 
care entities like certainty and “bright-line” rules under the 
Stark law, this vague value-based purpose test may lead many 
entities to forgo using these exceptions without more guidance 
from CMS as to what is and what is not a value-based purpose. 

These three exceptions protect value-based arrangements 
between the VBE and a VBE Participant or between or among 
VBE Participants in the same VBE. For example, a value-based 
arrangement can be between an ACO and participating group 
practices, or between different group practices that are within 
the same ACO. In all cases, the value-based arrangement must be 
reasonably designed to achieve at least one value-based activity. 

CMS defines a value-based activity as the provision of an 
item or service, taking an action, or refraining from an action. 
The value-based activity needs to be designed to achieve at least 
one value-based purpose. In other words, each VBE Participant 

By protecting a value-based 
enterprise, CMS is attempting to 
create a universal definition that 
can cover different permutations 
of value-based arrangements 
and the umbrella organizations 
in which some value-based 
arrangements operate.
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who desires Stark law protection for remuneration received 
under these exceptions will need to meaningfully work towards 
achieving one of the VBE’s goals. No free-riders will be toler-
ated, as each participant will need to fulfill their responsibilities 
to achieve the goals of the enterprise. 

The definition of “value-based activity” explicitly excludes 
“the making of a referral.”6 It is understandable that CMS would 
not want to protect payments for referrals under these new 
exceptions. After all, the purpose of the statute is to prohibit 
physician self-referral, and CMS clearly feels that approving 
these types of payments is a bridge too far. However, “taking of 
an action” and “refraining from taking an action,” both “value-
based activities,” certainly appear intended to protect financial 
incentives to order or not order a service or item consistent with 
evidence-based clinical protocols designed to improve quality 
or lower costs without diminishing the quality of the care. 
Additionally, coordination and management of care, one of the 
value-based purposes, is unattainable without financial incen-
tives for physicians to refer patients to a particular provider, 
supplier, or practitioner, incentives expressly contemplated by 
all three value-based exceptions. CMS should clarify precisely 
what it means by a “referral” not being a “value-based activity” 
because remuneration needing the protection of the value-based 
exceptions will in certain cases most definitely be contingent 
on and arguably for “[t]he making of a referral,” as “referral” is 
defined by the Stark regulations. 

Each VBE needs to have a governing body or an individual 
that is responsible for financial and operational oversight of the 
VBE. This requirement is consistent with existing fraud and 
abuse waivers that require managing board responsibility and 
oversight for a value-based entity participating in the MSSP or 
a Center for Medicare & Medicaid Innovation model. Yet here 
CMS provides more flexibility, recognizing that some contrac-
tual arrangements will not have a separate legal entity nor a 
governing board that is created for the VBE. As an alternative 
to a governing board, VBEs can identify an individual who 
will have oversight responsibility without the need to create an 
unnecessary layer of governance. 

Finally, the VBE will need to create a document that 
describes the VBE and how the participants intend to achieve 
its value-based purpose. This requirement does not appear to 
be burdensome or controversial in that all value-based entities 
or parties entering into value-based arrangements will gener-
ally document that arrangement in writing either through a 
contract or operating agreement. While certain value-based 
exceptions have more writing requirements than others, they 
all require the VBE to create and keep records of all compen-
sation methodologies used for at least six years. There are 
some value-based arrangements between parties that are not 
always documented, such as the granting of data analytics tools 
within a network. Assuming these regulations are finalized as 
proposed, while not particularly onerous, the writing require-
ments will increase the risk of inadvertent noncompliance. 

Three Exceptions 

Full Financial Risk
The first value-based arrangement exception offers protection 
for remuneration between VBE Participants or between a VBE 
Participant and the VBE (if a distinct entity) within a VBE that is 
at full financial risk during the entire duration of the value-based 
arrangement. “Full financial risk” means the VBE is financially 
responsible on a prospective basis for the cost of all patient care 
items and services covered by the applicable payer for each 
patient in the target patient population for a specified period 
of time. For example, if a clinically integrated network agrees 
to manage the delivery of care to a payer’s enrollees for a set 
capitated amount of money, that would satisfy the “full financial 
risk” requirement. Being at full financial risk for only a portion 
of patient care does not appear to satisfy this requirement. 

Assuming that the VBE can satisfy this challenging 
requirement, the VBE Participants can enter into value-based 
arrangements with each other without significant restrictions. 
They will need to set the arrangement in advance of execution 
and determine how the arrangement will meet the VBE’s value-
based goals, but there are no additional restrictions such as a 
fair market value or volume and value of referrals requirement. 
Given that the existing Stark risk-sharing exception is inter-
preted broadly by CMS, and, thus, will in most cases apply to 
remuneration to a physician participating in a VBE taking full 
financial risk, it will in many cases be unnecessary for a VBE 
at full financial risk to assume the burdens of the full financial 
risk exception. 

Meaningful Downside Financial Risk to the Physician
The main difference between the meaningful downside risk 
exception and the full financial risk exception is the level of 
risk that the physician needs to take. Under this exception, 
the physician needs to be at meaningful downside risk with 
an “entity.” Meaningful downside financial risk means that a 
physician is responsible for paying “the entity no less than 25 
percent of the value of the remuneration the physician receives 
under the value-based arrangement” or the physician “is 
financially responsible to the entity on a prospective basis for 
the cost of all or a defined set of patient care items and services 
covered by the applicable payor for each patient in the target 
patient population for a specific period of time.”7 Because this 
exception directly requires physicians to take on financial risk, 
and to date many physicians have been unwilling or unable to 
accept substantial downside risk, it is possible that this partic-
ular exception will see limited use.

Under both definitions of “meaningful downside financial 
risk,” the physician will be responsible for payment to “the 
entity.” As noted above, CMS already identified the potential 
confusion with referring to “entities” in value-based arrange-
ments. Although the “entity” is apparently the business entity 
or individual who is conveying remuneration directly to the 
physician (or medical practice in which the physician “stands 
in the shoes”) for her value-based activity, it is unclear in the 
regulatory text whether “entity” means a health plan, managed 

http://www.healthlawyers.org


30    AHLA Connections  January 2020

care organization, the VBE, another VBE Participant, an 
“entity” as defined at 42 C.F.R. § 411.351 (a “DHS entity”), or all 
of the above when conveying remuneration for a value-based 
activity to a physician taking meaningful downside financial 
risk.8 A VBE Participant is defined in the regulation as an 
individual or entity, and it is possible that CMS intended for 
the financial responsibility to be payable to an entity that is 
also a VBE Participant, but not an individual that is a VBE. 
CMS will need to provide greater clarity in the final regulation 
as to what entity the physician must enter into this risk-based 
arrangement with. As discussed more fully below, this will be 
especially important in an indirect value-based arrangement. 
And again, given that the existing Stark risk-sharing exception 
is interpreted broadly by CMS and, thus, will in most cases 
apply to remuneration to a physician taking “meaningful 
downside financial risk,” it will in many cases be unnecessary 
for the entity and the physician to assume the burdens of this 
exception. We recognize that some meaningful downside risk 
arrangements between a hospital and a physician may not apply 
to specific enrollees and therefore, the risk-sharing exception 
may not be available in all cases. Yet, we still believe that the 
risk-sharing exception may be available in many cases. 

Under the second, alternative definition of “meaningful 
downside financial risk,” the physician must be financially 
responsible on “a prospective basis” for the cost of all or a 
defined set of patient care services. The term “prospective basis” 
is a defined term under the regulation, meaning that a VBE 
has assumed financial responsibility for the cost of all patient 
care items or services covered by the applicable payer prior to 
providing items or services.9 CMS has created confusion by using 
this defined term “prospective basis” under both risk-based 
exceptions. Under the full risk exception, CMS intended that the 
VBE is at financial risk, but under the downside risk exception, 
it intended for the physician to be at financial risk. But because 
the term “prospective basis” only refers to financial risk of the 
VBE, and not the physician, CMS should refine the regulatory 
language in the final rule to clearly articulate its intent. 

As CMS promised, this second exception would have addi-
tional regulatory requirements commensurate with the lower 
level of financial risk. Specifically, under this exception, the 
description of the nature and extent of the downside risk must 
be set forth in writing, and “the methodology used to determine 
the amount of remuneration is set in advance of the undertaking 
of the value based activity for which the remuneration is paid.” 
In contrast, the full financial risk exception does not have the 
writing and set in advance requirements. As noted above, given 
that the existing Stark risk-sharing exception is interpreted 
broadly by CMS and, thus, will in most cases apply to remu-
neration to a physician taking “meaningful downside financial 
risk,” it will in many cases be unnecessary for the entity and the 
physician to assume the burdens of this exception. 

Value-Based Arrangements
The third value-based arrangement exception, suitable for 
gainsharing, pay-for-quality, and other no-risk arrangements, 
requires no physician or VBE financial risk, but adds additional 
regulatory requirements that must be satisfied. CMS not only 

required that these arrangements be put in writing, but it also 
inserted the “signed by the parties” requirement. Further, CMS 
was quite prescriptive regarding what needed to be included in 
the writing, mandating that the value-based activities must be 
described, explaining how the value-based activities will further 
the value-based purpose of the enterprise and identifying the 
target patient population, the type or nature of the remunera-
tion, the methodology to determine the remuneration, and the 
performance or quality standards that will be measured, if any. 
Further, if any performance or quality measure is used, that it be 
objective and measurable and that any change in methodology 
must be prospective. This last requirement is notable in that 
CMS is not mandating that there be any measurable perfor-
mance or quality measures, but only that if one is used, that it be 
in writing, objective, and measurable.

These additional requirements will significantly increase 
transaction costs as well as make it more likely that parties 
will be subject to technical violations. Further, CMS provides a 
lengthy example in its preamble on the implicit need to monitor 
the value-based arrangement protected under this excep-
tion.10 If the value-based arrangement ultimately proves to not 
meet a value-based goal, the arrangement would no longer be 
protected under the exception. This implicit ongoing moni-
toring requirement adds a layer of ambiguity to the exception, 
where parties may not know the exact point in time where the 
exception no longer applies. And parties may be reluctant to 
invest in a care intervention where it may abruptly need to stop 
a particular protocol when it no longer meets the vague point 
in time when the exception no longer applies. While CMS is 
clearly trying to limit the complexity of certain Stark regula-
tions and avoid common pitfalls that lead to faultless Stark law 
violations, this value-based exception seems to move in the 
opposite direction. 

Assuming providers and physicians can get comfortable 
with the level of potential technical risk and ambiguous stan-
dards, and the transaction costs of putting together a value-
based arrangement under this part of the exception are not 
prohibitively high, this last exception provides the most attrac-
tive path towards value-based arrangements. While there are 
many requirements under this exception, they generally involve 
contracting and monitoring. Yet, the exception does not require 
any financial risk, nor does it require that remuneration be fair 
market value or that it not be based on the volume or value of 
referrals or other business generated between the parties. It 
seems that many providers and certainly physicians are not 
ready for full financial risk or even meaningful downside risk 
arrangements. Therefore, this last exception provides the most 
likely path for entities to pursue value-based arrangements.

Indirect Value-Based Arrangements
Finally, CMS has recognized that value-based arrangements 
will often create indirect compensation arrangements between 
a physician and another VBE Participant that is a DHS entity. 
Therefore, CMS is proposing to make the three value-based 
exceptions at proposed 42 C.F.R. § 411.357(aa) applicable 
to indirect financial arrangements where the relationship 
closest to the physician is a value-based arrangement. This is 
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a welcome addition, in that many problematic value-based 
arrangements are indirect compensation arrangements that 
would not otherwise be protected under existing exceptions. 
However, CMS should add the existing “risk-sharing” exception 
to its proposed list of exceptions applicable to indirect compen-
sation arrangements (proposed 42 C.F.R. § 411.354(c)(4)). The 
“risk-sharing exception” expressly references compensation 
conveyed “directly or indirectly” and this exception has been 
and should continue to be available to DHS entities, such as 
hospitals, that have indirect compensation arrangements with 
physicians resulting from risk-sharing arrangements. 

Impact of AKS Proposal for Safe-Harbor
The three Stark law value-based exceptions cannot be reviewed 
in a vacuum. For many value-based arrangements, parties will 
need to comply with both the Stark law and the Anti-Kickback 
Statute. While the two risk-based exceptions are similar to their 
Anti-Kickback Statute counterparts, the no-risk value-based 
exception and safe harbor have some important differences 
that will ultimately lower the utility of the Stark value-based 
arrangement exception.

There are two important distinctions between both regu-
latory proposals. First, under the value-based arrangement 
exception, CMS will allow for monetary and in-kind remu-
neration to be protected. In contrast, the OIG will only protect 
in-kind remuneration under the value-based arrangement safe 
harbor. Next, under the value-based arrangement safe harbor, 
the OIG requires that the recipient of the in-kind remuneration 
contribute at least 15% of the value of the item or service. The 
value-based exception has no contribution requirement. The 
problem with the disparity in the Stark value-based exceptions 
and the OIG’s value-based safe harbors is that value-based 
arrangements will by their very nature involve compensation 
that is contingent on retaining patients within the VBE and, 
when protocols warrant, referring patients for certain services 
or items. Unless the existing risk-sharing safe harbors apply 
to such compensation, and they will most certainly not apply 
to no-risk value-based arrangements, these compensation 
arrangements can easily be characterized by regulators and 
other plaintiffs as inducements to refer patients to particular 
providers and suppliers for federal health care program-covered 
services or items. Consequently, it is difficult to see how CMS’ 
proposed value-based exceptions will have utility if the OIG’s 
safe harbors do not mirror them.

“Recalibrating Scope and Application  
of the Regulations” 
Beyond the proposed value-based exceptions, CMS also 
proposed revisions to existing exceptions and the creation of 
new exceptions. While the list of revised exceptions is too volu-
minous to cover in this article, we encourage interested parties 
to review proposed revisions to the rental of office space and 
equipment exceptions, remuneration unrelated to the provision 
of designated health services exception, payments by a physi-
cian exception, and the fair market value exception. We touch 
briefly upon two new exceptions, limited remuneration to a 
physician and cybersecurity, and revisions to existing excep-
tions, isolated transaction exception, and the EHR exception. 

Limited Remuneration to Physician Exception and Isolated 
Transaction Exception
Under the new limited remuneration to a physician exception, 
CMS proposes to protect remuneration from an entity to a 
physician for the provision of items or services by a physician 
that does not exceed $3,500 per calendar year, as adjusted for 
inflation.11 Under this exception, the remuneration needs to be 
fair market value, cannot be determined in any manner that 
takes into account the volume and value of referrals or other 
business generated by the physician, and must be paid pursuant 
to an arrangement that is commercially reasonable. Addition-
ally, this exception also protects certain compensation for the 
lease of office space and equipment. 

This exception is notable in that there is no writing, 
signature, or set in advance requirement. CMS explained that, 
based upon its experience through the Self-Referral Disclosure 
Protocol, the agency found a number of situations where parties 
sporadically fell out of compliance due to these technical errors, 
but that the physician was still receiving fair market value 
reimbursement for his provision of items or services. CMS set 
the aggregate compensation limit within this exception at a 
low enough level that it believed there was no risk of program 
or patient abuse. This exception would allow for parties to 
come into compliance with another existing exception within 
a reasonable period of time. It seems clear that if finalized, this 
exception will allow CMS to lower the number of self-disclo-
sures related to minor contract management issues. 

Finally, we note that CMS is proposing to “clarify” the 
isolated transaction exception by providing a new definition of 
isolated financial transactions at 42 C.F.R. § 411.351. Under the 
new definition, an isolated transaction only constitutes a single 
payment or a transaction that involves integrally related install-
ment payments. CMS goes on to say that isolated transactions 
can include a one-time sale of property or a practice but cannot 
include a single payment for multiple or repeated services (such 
as a payment for multiple services previously provided yet not 
compensated.) While certain health care attorneys have taken 
the position that the isolated transaction exception protects a 
one-time catch-up payment for past services rendered without a 
signed writing, CMS is making clear that the isolated trans-
action exception is not available for this purpose. It seems 
that CMS is offering the limited remuneration exception as an 
alternative pathway to compliance that is not available through 
the isolated transaction exception.

Beyond the proposed value-
based exceptions, CMS also 
proposed revisions to existing 
exceptions and the creation of 
new exceptions.
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EHR Exception Revisions and New Cyber Security Exception
CMS is proposing a number of changes and updates to the 
existing EHR exception as well as proposing a new exception  
to protect the donation of cybersecurity technology and  
related services.

CMS is proposing the following changes to its existing EHR 
exception: updating the interoperability definition to align with 
current HHS definitions, updating the data lock-in provision to 
incorporate the prohibition on information blocking, clari-
fying that the donations of certain cybersecurity software and 
services is permitted under the EHR exception, removing the 
sunset provision, and modifying definitions to have them align 
with the 21st Century Cures Act.12 While not yet in regulatory 
text, CMS is contemplating removing the 15% donation contri-
bution requirement or at least modifying the requirement so 
that it applies in limited circumstances.

Additionally, CMS is proposing a new regulatory excep-
tion for the donation of cybersecurity technology and related 
services.13 This exception requires that the technology is neces-
sary and used predominantly to implement, maintain, or rees-
tablish cybersecurity. Eligibility for the technology or services, 
or the amount of the technology or services, cannot directly 
take into account the volume or value of referrals or other 
business generated between the parties. In addition, receipt of 
the technology cannot be a condition of doing business with 
the donor. Finally, the exception is clear that the donation of 
cybersecurity hardware is not protected.  
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or its VBE participants based on legitimate and verifiable criteria that—(1) 
Are set out in writing in advance of the commencement of the value-based 
arrangement; and (2) Further the value-based enterprise’s value-based 
purpose.”

4 See 80 Fed. Reg. 66726, 66742 (Oct. 29, 2015) where CMS and OIG 
defined the following purposes: (1) promoting accountability for the quality, 
cost, and overall care for a Medicare population as described in the Shared 
Savings Program; (2) managing and coordinating care for Medicare fee-for 
service beneficiaries through an ACO; and (3) encouraging investment in 
infrastructure and redesigned care processes for high quality and efficient 
service delivery for patients, including Medicare beneficiaries.

5 See 84 Fed. Reg. 55766, 55773 (Oct. 17, 2019).
6 Id. at 55773.
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Key Takeaways 
from OIG’s AKS 
Sprint Proposed 
Rule
Tony Maida and James A. Cannatti III,  
McDermott Will & Emery LLP

In what some have called the most noteworthy regulatory 
development in a generation, the Department of Health 
and Human Services (HHS) issued proposed rules to 
amend the regulations for the federal physician self-re-

ferral statute (Stark law),1 the federal Anti-Kickback Statute 
(AKS),2 and the civil monetary penalty (CMP) statute3 as 
part of the “Regulatory Sprint to Coordinated Care” (Sprint) 
initiative. HHS specifically identified the broad reach of these 
laws as potentially inhibiting beneficial arrangements that 
would advance the transition to value-based care and improve 
the coordination of patient care among providers and across 
care settings in both the federal health care programs and the 
commercial sector.4 The Sprint’s stated purpose is to reduce 
regulatory barriers and accelerate the transformation of the 
health care system into one that achieves the “Triple Aim” 
under the theory that paying for value will improve outcomes, 
lower costs or reduce growth in costs, and improve efficiencies 
in care delivery by promoting care coordination.5

The HHS Office of Inspector General (OIG) and Centers 
for Medicare & Medicaid Services (CMS) have worked closely 
in developing proposals to advance the Sprint’s purpose. This 
article focuses on the OIG’s Proposed Rule. In summary, OIG 
proposes to establish new safe harbors or to modify existing 
safe harbors addressing the following:

❯❯ Value-Based Arrangements. Three proposed new safe harbors 
would protect certain remuneration exchanged between or 
among eligible participants in a value-based arrangement 
that fosters better coordinated and managed patient care: 

 – Care Coordination Arrangements to Improve Quality, 
Health Outcomes, and Efficiency (§ 1001.952(ee)  
(“No-Risk” Safe Harbor)); 

 – Value-Based Arrangements With Substantial Downside 
Financial Risk (§ 1001.952(ff)); and

 – Value-Based Arrangements With Full Financial Risk  
(§ 1001.952(gg)). 

❯❯ Patient Engagement. A proposed new safe harbor  
(§ 1001.952(hh)) would protect certain tools and supports 
furnished by a value-based enterprise to patients to improve 
quality, health outcomes, and efficiency. 

❯❯ CMS-Sponsored Models. A proposed new safe harbor  
(§ 1001.952(ii)) would protect certain remuneration provided 
in connection with a CMS-sponsored model (as defined 
in the Proposed Rule), which should reduce the need for 
separate and distinct fraud and abuse waivers for new 
CMS-sponsored models. 
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❯❯ Cybersecurity Technology and Services. A proposed new safe 
harbor (§ 1001.952(jj)) would protect donations of cybersecu-
rity technology and services. 

❯❯ Electronic Health Records Items and Services. Proposed 
modifications to the existing safe harbor for electronic 
health records items and services (§ 1001.952(y)) would add 
protections for certain related cybersecurity technology, 
update provisions regarding interoperability, and remove the 
sunset date. 

❯❯ Outcomes-Based Payments and Part-Time Arrangements. 
Proposed modifications to the existing safe harbor for 
personal services and management contracts (§ 1001.952(d)) 
would add flexibility for outcomes-based payments and part-
time arrangements. 

❯❯ Warranties. Proposed modifications to the existing safe 
harbor for warranties (§ 1001.952(g)) would revise the 
definition of “warranty” and provide protection for bundled 
warranties for one or more items and related services. 

❯❯ Local Transportation. Proposed modifications to the existing 
safe harbor for local transportation (§ 1001.952(bb)) would 
expand the mileage limits for rural areas and eliminate 
mileage limits for transportation for patients discharged 
from inpatient facilities. 

❯❯ Accountable Care Organization (ACO) Beneficiary Incentive 
Programs. A new safe harbor would codify the statutory 
exception to the definition of “remuneration” related to ACO 
Beneficiary Incentive Programs for the Medicare Shared 
Savings Program (§ 1001.952(kk)). 

❯❯ Telehealth for In-Home Dialysis. A proposed amendment 
to the definition of “remuneration” in the CMP rules at 42 
C.F.R. § 1003.110 would interpret and incorporate a new 
statutory exception to the prohibition on beneficiary induce-
ments for “telehealth technologies” furnished to certain 
in-home dialysis patients. 

In examining the proposals, it becomes apparent that there is a 
genuine effort to attempt to balance the Sprint’s ambitious goals 
with the existing statutory landscape and the government’s 
traditional program integrity concerns. At times, there is 
considerable flexibility in the proposals, and at other times, the 
proposed requirements may create, in practice, new barriers to 
achieving the value-based goal. This article focuses on the most 
significant proposals. 

New Value-Based Safe Harbors 
OIG, similar to CMS, proposed three new safe harbors based 
on whether the “value-based enterprise” (VBE) assumed full, 
substantial downside, or no risk. In its Proposed Rule, OIG 
explained its proposed safe harbor requirements for value-
based arrangements are intended to be more restrictive than 
CMS’ comparable proposals, as OIG views the criminal, intent-

based AKS to serve as a “backstop” protection for arrangements 
that might be protected by a less restrictive exception to the 
civil, strict liability Stark law.6 

It is helpful that OIG and CMS adopted the same proposed 
terminology for the exceptions and safe harbors. As a threshold 
matter, arrangements are protected only if done under the 
auspices of a VBE, which is a collaboration among two or more 
VBE participants to achieve at least one “value-based purpose.” 
The VBE must have an “accountable body or person” respon-
sible for financial and operational oversight of the VBE, and a 
“governing document” that describes the VBE and how VBE 
participants intend to achieve the VBE’s value-based purposes. 
While OIG enumerates four potential “value-based purposes,” 
“coordinating and managing the care of a target patient popu-
lation” acts as a “super purpose” that must be present to meet 
any of the safe harbors. OIG further defines “coordinating and 
managing care” to be “the deliberate organization of patient 
care activities and sharing of information between two or more 
VBE participants or VBE participants and patients, tailored to 
improving the health outcomes of the target patient population, 
in order to achieve safer and more effective care for the target 
patient population.” 

The safe harbors vary by the types of remuneration 
protected (in-kind versus in-kind and monetary) and the types 
of safeguards included as safe harbor conditions. The safe 
harbors also follow a tiered structure; the safe harbors offer 
greater flexibility for value-based care arrangements where the 
parties assume more downside risk for the cost of care. The 
most flexible safe harbor is where the VBE is fully at risk for 
the cost of care for the target patient population. Less flexibility 
is available for VBEs that are at substantial downside finan-
cial risk (which is defined in four alternative ways7), with less 
flexibility still for VBEs that take on no risk. Chiefly among 
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the no-risk restrictions is the requirement that the remunera-
tion only be in-kind where monetary or in-kind remuneration 
is possible for the substantial or full risk safe harbors. Also, 
“no-risk” recipients must contribute at least 15% of the cost of 
the in-kind remuneration received.

Common requirements among all the safe harbors include 
that the remuneration is used primarily to engage in the value-
based activities and is directly connected to one or more of 
the value-based purposes (at minimum the “super purpose”). 
Remuneration cannot induce the reduction or limitation of 
medically necessary services; take into account the volume or 
value of, or condition the remuneration on, referrals of patients 
not part of the target patient population or business not covered 
by the value-based arrangement; and cannot be funded by 
non-VBE participants. OIG expects the VBE to monitor the 
achievement of the value-based purposes and terminate the 
VBE if it is “unlikely” to achieve the desired outcomes or 
further coordination and management of care or has resulted 
in material quality deficiencies. 

In an interesting twist, OIG also indicated it is consid-
ering abandoning this new safe harbor construct and instead 
making further changes to the personal services and manage-
ment contracts safe harbor to cover value-based payments and 
arrangements among VBEs with varying levels of risk.8 As 
OIG did not include proposed regulatory text for this concept, 
it is somewhat difficult to understand. The main problem that 
this approach would pose, which OIG acknowledges and seeks 
comments on, is that this safe harbor has a fair market value 
and volume/value requirements that would appear to conflict 
with certain VBE activities. 

New Patient Engagement Safe Harbor 
This proposed safe harbor may have the most potential to 
address longstanding problems with achieving the Triple 
Aim—enabling patient engagement by providing tools and 
support to achieve that engagement, including addressing the 
social determinants that impact outcomes. However, this safe 

harbor is limited to in-kind remuneration that (1) is furnished 
directly by a VBE participant to a patient in a target patient 
population, (2) is directly connected to the coordination 
and management of care, and (3) satisfies certain additional 
enumerated conditions. These conditions include a prohibition 
on providing cash, cash equivalents, or gift cards (although 
OIG is open to reconsidering this position based on comments) 
and an annual $500 retail value limit. The tool or support must 
be an in-kind “preventive care item or service” or one that is 
“designed to identify and address a patient’s social determi-
nants of health,” including non-medical items that impact 
health, such as food, shelter, safety, clothing, income, and 
transportation. OIG specifically notes that it did not propose 
a specific definition of “preventive care item or service” to 
provide flexibility for VBE participants that seek to furnish 
preventive care items and services as a means to improve 
patient outcomes and better overall patient health. 

We note that there is a curious discussion of who can 
provide the tool or support. The proposed regulatory text says 
that the tool or support must be provided “directly by the VBE 
participant” and, in the preamble, OIG solicits comments 
on whether it should expressly permit the VBE participant 
to furnish the tool through someone acting on its behalf and 
direction.9 The example provided is of a physician practice VBE 
participant furnishing the tool through a physician practice 
member or employed nurse. Now, it is unclear how else a 
physician practice would provide a tool to a patient other than 
through a practice employee or physician, which is especially 
curious because the safe harbor also requires that the patient’s 
treating health care provider recommend the tool. Also, it 
seems reasonable to assume that practices would likely need to 
hire outside assistance in managing these patient engagement 
programs, except the safe harbor does not appear to contem-
plate that need. We expect OIG will clarify this issue in the 
final rule. 

Modified Personal Services and Management 
Contracts Safe Harbor
OIG proposes to modify the personal services and manage-
ment contracts safe harbor to eliminate two requirements that 
have bedeviled health lawyers for many years—that aggregate 
compensation be set in advance and that part-time arrange-
ments specify the exact schedule of services. Instead, the safe 
harbor would require that the methodology for an arrange-
ment’s compensation be set in advance of the initial payment. 
This modification would more closely align this safe harbor 
with the personal service arrangements exception to the physi-
cian self-referral law and enable many non-risky independent 
contractor arrangements to qualify for safe harbor protection. 

In addition, OIG proposes creating an Outcomes-Based 
Payment Arrangements safe harbor within the personal 
services and management safe harbor for outcomes-based 
payment arrangements that meet certain conditions. Under 
this proposal, qualifying outcomes-based payments could be 
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made between parties that were collaborating to measurably 
improve quality of patient care, appropriately or materially 
reduce costs while maintaining quality, or both. OIG proposes 
to define “outcomes-based payment” as payments from a prin-
cipal to an agent that: (1) reward the agent for improving (or 
maintaining improvement in) patient or population health by 
achieving one or more outcome measures that effectively and 
efficiently coordinate care across care settings; or (2) achieve 
one or more outcome measures that appropriately reduce payer 
costs while improving, or maintaining the improved, quality of 
care for patients. Internal cost savings alone would not qualify 
for protection. OIG maintains a requirement that the method-
ology for the payment is set in advance, commercially reason-
able, consistent with fair market value, and not determined in a 
manner that directly takes into account the volume or value of 
referrals or other business generated for which payment may be 
made by a federal health care program. OIG also requires the 
parties regularly monitor and assess the agent’s performance, 
including the impact of the arrangement on quality of care and 
periodically rebase the measures during the term. 

New Cybersecurity Safe Harbor and Revised  
EHR Safe Harbor 
OIG also proposes to create a new safe harbor to allow for 
the donation of certain cybersecurity technology and related 
services and to modify the existing safe harbor protecting 
certain EHR donations. In proposing to protect cybersecurity 
donations, OIG appears to be responding to both the concerns 
raised by HHS’ Health Care Industry Cybersecurity Task Force 
and the practical reality that in an interconnected system, 
a weakness at one point can pose a risk for the system as a 
whole. In truth, this proposed safe harbor seems to reflect an 
appreciation for the reality that our current health care system 
increasingly relies on technology and data exchange and that 
cybersecurity threats pose a significant risk. 

Proposed modification to the existing EHR safe harbor 
would remove the threat of a sunset date, and potentially 
remove the current 15% cost contribution requirement. Among 
other things, OIG is also considering protecting donations of 
replacement technology, which does not fit within the EHR safe 
harbor as currently constructed. Like other OIG proposals, a 
number of alternatives appear to be under consideration. While 
the multitude of alternatives make it challenging to glean what 
it is, exactly, that OIG is contemplating for a final rule, if OIG 
finalizes the most lenient proposals, it could make the EHR safe 
harbor significantly less burdensome for those seeking to make 
protected donations.

Key Takeaways 

Becoming a VBE May Not Be for Everyone
The good news for existing ACOs and clinically integrated 
networks (CINs) is that they likely qualify as a VBE without 
additional action. For everyone else, deciding to enter into 

a VBE with other, independent providers may pose some 
practical challenges. Someone will need to be the accountable 
person who is responsible for oversight of the VBE’s partici-
pants’ activities and compliance. That responsibility may create 
some fiduciary duty conflicts since the “accountable person 
or entity” will need to switch between their VBE hat and their 
employer’s hat, including monitoring their employer’s compli-
ance as a VBE participant. Combined with the governing docu-
ment requirement, as a practical matter, it may be difficult to 
qualify and function as a VBE without creating a new organiza-
tional structure, which would appear to increase burden, rather 
than achieve the Sprint’s stated goal of reducing it. 

The provider community also should comment on OIG’s 
consideration of precluding or limiting VBE safe harbor 
protection for arrangements between entities under common 
ownership. Coordination of care is one of the very reasons  
for establishing health systems (wholly owned entities) and 
joint ventures (affiliated entities). Precluding participation in 
VBEs would appear counterproductive to the purpose of the 
Sprint rulemaking. 

Are Better Outcomes Forever Achievable?
The definition of coordinating and managing care as drafted 
could be read to require continuous improvements to the health 
outcomes of the target patient population. The cost requirement 
is phrased as both reducing costs or growth in costs, acknowl-
edging either is beneficial. The amendments to the personal 
services and management contracts safe harbor to capture 
outcomes-based payments include both improved quality or 
maintaining such improved quality, so it is unclear whether 
omitting maintaining improved outcomes was deliberate or 
an oversight. Eventually, assuming the VBE does its job and 
improves outcomes for the target population, there may be a 
plateau on further improvement. Said another way, achieving a 
further incremental “improved outcome” may either be prohib-
itively expensive or may be clinically infeasible with the current 
state of medicine. 

Also, OIG should consider providing more flexible guidance 
on the measurement of metrics and outcomes to encourage 
VBE participation. Despite hard work and best intentions, it 
is possible some metrics may be met in some years and not in 
others. There would seem to be a need for OIG to acknowledge 
this situation and permit revision of the outcomes goals in light 
of experiential clinical data. 

Independent Providers Assuming Full or Substantial Risk 
Seems Unlikely
It is unclear how many providers will use the VBE vehicle to 
take on full or substantial risk. Often, physicians look for some 
safeguards against unlimited downside risk in existing arrange-
ments, and one would expect that viewpoint to continue. An 
alternative approach could be to have the physicians forfeit 
any payment if the VBE does not meet certain outcomes; but 
requiring physicians to pay into the VBE seems unlikely to be 

http://www.healthlawyers.org


38    AHLA Connections  January 2020

widely adopted. Also, state insurance laws generally prohibit 
entities from accepting full risk unless they are licensed as an 
insurer or are in a downstream arrangement with a plan (such 
as an ACO or CIN). Therefore, a plan would be involved in 
the arrangement and the parties could avail themselves of the 
existing risk-sharing safe harbor for those payments, so one 
would not need to rely on the VBE safe harbors. 

The Facts and Circumstances Analysis Will  
Continue to Dominate
The value-based and patient engagement safe harbors are 
complex and contain several subjective terms that require 
interpretation. For example, the value-based safe harbor 
requires specific, evidence-based, valid outcome measures 
that the parties “reasonably anticipate” will “advance” the 
coordination and management of care of the target patient 
population, and the value-based arrangement must have a 
“direct connection” to such care. The outcomes-based safe 
harbor requires payments be associated with a collaboration to 
“measurably improve” quality, “appropriately and materially” 
reduce costs or growth, and be fair market value (anticipating 
that the valuation industry will “evolve” to develop currently 
non-existent models for valuing these payments). It seems likely 
we will be in the situation of making judgments about whether 
these subjective elements have been satisfied and, as a practical 
matter, in many instances resorting to the traditional facts and 
circumstances analysis. The amount of subjectivity also may 
dampen providers’ willingness to assume the potential liability 
risk and engage in a VBE. 

Exclusion of Some Industries from the Value-Based Safe 
Harbors Could Inhibit Achievement of the Triple Aim
OIG proposed excluding pharmaceutical manufacturers; 
manufacturers, distributors, and suppliers of Durable Medical 
Equipment, Prosthetics, Orthotics, & Supplies; and laboratories 
from all the proposed additions and changes discussed above 
related to the value-based and patient engagement safe harbors. 
Because these types of entities are largely dependent upon 
practitioner prescriptions, and based on its enforcement expe-
rience, OIG expressed a concern that these entities might use 
outcomes-based payments primarily to market their products 
to providers and patients. OIG is also considering excluding 
pharmacies (including compounding pharmacies), device 
manufacturers, certain health technology companies, phar-
macy benefit managers (PBMs), wholesalers, and distributors 
from the value-based safe harbors.

While OIG may be skeptical of these industries’ partic-
ipation, a wholesale prohibition on participation may be go 
farther than necessary to mitigate the risk of fraud and abuse. 
At the outset, we should acknowledge the extraordinary nature 
of these proposed safe harbors. They provide immunity for 
arrangements and models that may not even exist today. That 
said, it is also true that manufacturers and technology compa-
nies are well-positioned to legitimately assist in achieving the 
Tripe Aim. These companies have the resources and expertise 

to develop tools that engage patients and structure programs 
providers can use to coordinate and manage care, improve 
outcomes or maintain outcome achievement, and reduce costs 
or growth in costs. With sufficient, reasonable safeguards 
built into the safe harbors, it would seem these organizations 
could safely participate in value-based arrangements or patient 
engagement programs that are under the direction of a VBE. 

Gainsharing Arrangements Could Proliferate
OIG’s proposals would protect shared savings payments, 
gainsharing, and other pay-for-performance arrangements. 
The most important restriction is that the payments cannot be 
based solely on internal cost savings, similar to the VBE safe 
harbors. However, it should be relatively easy for health systems 
to identify outcome or quality improvements or payer cost 
savings measurements that also would have an internal cost 
reduction result. With some adjustments to current practices, 
this type of payment could become a regular feature of physi-
cian compensation in the future. The challenge will be deter-
mining fair market value for the outcomes-based arrangements 
that do not involve services but only involve “collaboration” of 
the parties.10 Relatedly, if the arrangement is actually a services 
arrangement, then it would seem that one could use the first 
prong of the existing safe harbor and not use the more compli-
cated and burdensome outcomes-based prong. 

The “No-Risk” Safe Harbor Should Permit Expense 
Reimbursement and Remove the Contribution Requirement 
The No-Risk Safe Harbor should permit reimbursement of 
specific expenses instead of requiring the actual provision of 
the in-kind remuneration. The entity that provides remuner-
ation (e.g., provision of software, care coordination services) 
may prefer that the recipient hold the contract with the entity 
providing the service for liability and other reasons that do not 
implicate the AKS. Requiring that the entity actually provide 
the in-kind remuneration may create unnecessary obstacles and 
complications that could be avoided. Also, the 15% contribution 
requirement poses some practical obstacles. For example, if a 
health system wants to provide VBE participants free access to 
a proprietary data analytics system that the health system built, 
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what is the “cost” of this system to calculate the 15% contri-
bution? Arguably, the cost is zero because the health system 
already incurred the costs and providing access to more users 
may not result in additional costs. It is unclear how OIG would 
view this situation in relation to the contribution requirement. 

Patient Engagement May Include Technology,  
with Further Clarification
The patient engagement safe harbor goes a long way towards 
enabling the provider community (albeit through a VBE) to 
provide the tools and support to patients that will engage them 
in their care and drive outcome improvement and cost reduc-
tion. What remains unclear is whether OIG’s historical concerns 
persist with any capabilities that technology, such as smart-
phones or watches, could have outside of the medical purpose 
for which the device is provided to the patient. Advisory 
Opinion 19-02 approved an arrangement where the smartphone 
only could make local calls in addition to monitor the device in 
the patient.11 Arguably, this type of restriction does not foster 
true patient engagement with the technology to reap all the 
potential benefits. If this historical concern persists, it could 
limit the effectiveness of these patient engagement programs. 

Concerns with Marketing and Patient Recruitment Remain
OIG has longstanding concerns with activities that involve 
marketing to patients and patient recruitment, so it is not 
surprising to see these restrictions appear in the value-based 
and patient engagement proposal.12 However, there is a tension 
between these restrictions and the ability to effectively commu-
nicate with patients in the “target patient population” about the 
VBE’s activities to manage their care. It is not entirely clear why 
the VBE participants should not be able to tell patients who are 
in the target patient population (but may not know it) about the 
benefits of the approach to coordinated care the VBE partici-
pants take so the patient has information that may be relevant 
for making an informed decision about where to obtain care. 

Local Transportation and Warranty Changes Should Alleviate 
Compliance Concerns Outside of the VBE Context
Not all of OIG’s Proposed Rule is focused on VBE arrange-
ments. Two of the more significant proposals include the local 
transportation and warranties safe harbors. For local transpor-
tation, OIG would increase mileage protected for rural patients 
to 75 miles and would have no distance limit for patients being 
discharged from an inpatient facility and transported home. 
This change would enable hospitals to ensure the safe and 
timely discharge of patients for whom transportation may be 
difficult to obtain. For warranties, OIG would permit bundled 
warranties for one or more items and related services, remove 
the confusing beneficiary reporting requirement, and redefine 
warranty to cover any written affirmation, promise, or under-
taking in connection with the sale of an item or bundles of 
items and services, to refund, replace, or take other remedial 
action. These changes update the warranty safe harbor to better 
reflect current legitimate business practices.  
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International Health Data:  
How HIPAA Interacts with the EU GDPR
Kelly Koeninger, Robinson Bradshaw & Hinson PA, and John Conley,  
University of North Carolina-Chapel Hill and Robinson Bradshaw & Hinson PA

In the United States, health researchers, facilities serving as 
research sites, and providers of research data have long had 
to comply with the research-related privacy provisions of the 

Health Insurance Portability and Accountability Act (HIPAA). 
For research involving data collected in the European Union 
(EU), the EU’s new privacy law, the General Data Protection 
Regulation (GDPR), has added a further level of complexity. This 
article outlines the research-related provisions of both HIPAA 
and the GDPR and then explains how they relate to each other, 
focusing on their similarities and differences, and concludes with 
some practical steps for compliance when both apply.

HIPAA

General Provisions of HIPAA
HIPAA governs the use and disclosure of protected health infor-
mation (PHI) in the United States. HIPAA defines PHI to include 
information that relates to the mental or physical health of an 
individual, the provision of health care to an individual, or the 
payment for the provision of health care to an individual that also 
identifies the individual or could reasonably be used to identify 
the individual.1 HIPAA only applies to a subset of entities—health 
plans, health care clearinghouses, and health care providers and 
their subcontractors who use PHI (i.e., business associates).2

HIPAA requires covered entities and their business asso-
ciates to maintain the privacy and security of PHI. Generally, 
unless an exception applies, covered entities and business 
associates are not permitted to disclose or use PHI without an 
explicit authorization from a patient.3 HIPAA does provide 
for fairly broad exceptions to this general rule, particularly 
for disclosure related to treatment, payment, and health care 
operations of covered entities.4 There are also exceptions 
related to public safety, public health activities, and judicial and 
administrative proceedings, among others.5 Data that has been 
“de-identified” (i.e., stripped of all identifying information) is 
also not subject to protection under HIPAA.6

Specific HIPAA Provisions Related to Research
HIPAA also governs when and how covered entities may use or 
disclose PHI for research purposes. HIPAA defines research as 
“a systematic investigation, including research, development, 
testing, and evaluation, designed to develop or contribute to 
generalizable knowledge.”7 Researchers are permitted to obtain, 
create, use or disclose PHI in the course of their research, 
but generally speaking, covered entities (e.g., teaching hospi-
tals, physicians, etc.) have the underlying data required by 
researchers. For the covered entities to disclose that informa-
tion to the researchers, the covered entities either must have 
the authorization of the patient to disclose such information 
for research purposes or have documented institutional review 
board (IRB) or privacy board approval to disclose the informa-
tion without patient authorization.8

Since IRB approval of a waiver of a patient authoriza-
tion can be a complicated process, many researchers instead 
choose to simply obtain patient authorization when the patient 
consents to participate in the study. In addition, covered enti-
ties are always permitted to provide de-identified information 
to researchers.

The EU GDPR
On May 26, 2018, the long-discussed GDPR9 took effect in 
all EU countries, replacing the previous regime of country-
by-country laws under the 1995 Data Protection Directive 
(DPD).10 Whereas an EU Directive requires implementation by 
individual EU member states, the GDPR is a Regulation (much 
like a federal law in this country) that immediately became the 
law throughout the EU.11 This unification of EU law affects the 
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collection, transmission, and use of all personal data, including 
health data. It is likely to have both costs and benefits for  
health care providers and health researchers who handle 
health-related data from people who reside in the EU.

General Provisions of the GDPR
The GDPR builds on and expands the privacy protections 
formerly provided by the DPD. The GDPR defines “personal 
data” to include any information from which a natural person 
can be identified—a “data subject.”12 It potentially applies to all 
“controllers” and “processors” of the personal data, regardless 
of their location. A processor is anyone who collects, manipu-
lates, uses, or stores personal data; a controller is a party who 
directs or controls processing.13 Controllers and processors 
outside the EU are subject to jurisdiction if they offer goods 
or services to “data subjects who are in the Union” or monitor 
their behavior.14 Accordingly, the GDPR does not cover data 
collected from an EU citizen who is in the United States, but it 
may cover data collected from a U.S. citizen who is working in 
the EU. The legal obligations of controllers and processors are 
similar, but aggrieved data subjects have primary legal recourse 
against the controller.

Personal data must be processed lawfully, fairly, and trans-
parently and can be collected only for “specified, explicit and 
legitimate purposes,” and can be processed only in ways that are 
compatible with those purposes.15 To meet the threshold require-
ment of lawfulness, processing must satisfy at least one of several 
criteria, including: the data subject has given specific, informed, 
and unambiguous affirmative consent (merely providing an 
opt-out right is insufficient); the processing is necessary to 
perform a contract with the data subject or for the controller to 
comply with a legal obligation; the processing is necessary to 
protect the vital interests of the data subject or someone else; or 
the “processing is necessary for the performance of a task carried 
out in the public interest” or “for the purposes of the legitimate 
interests pursued by the controller or by a third party, except 
where such interests are overridden by the interests or funda-
mental rights and freedoms of the data subject.”16 

Where the processing relies on consent, subjects must be 
able to withdraw consent at any time and it must be as easy 
to withdraw consent as it is to give it, and controllers bear the 
legal burden of being able to demonstrate consent.17 Parental 
consent is usually required for subjects under age 16.18

Data subjects are given several important rights, including:

❯❯ The right to be informed about data collection;19

❯❯ The right to access one’s data;20

❯❯ The right to data portability;21

❯❯ The right to object to processing;22

❯❯ The right to rectify inaccurate data;23 and
❯❯ The highly controversial (especially in free speech contexts) 

right to erasure, or “the right to be forgotten,” when there is 
no longer a purpose for maintaining the data.24

EU Data Protection Authorities can fine violators up to 4% of gross 
revenues,25 and data subjects also have private judicial remedies 
against controllers and processors.26 Controllers bear ultimate 
responsibility for all processing operations in most cases.27

Exporting Data from the EU to the United States
Sending any kind of personal data from the EU to the United 
States is a significant problem, as it was under the DPD. Trans-
ferring personal data to the United States is presumptively 
illegal because the EU does not believe that United States data 
protection laws are adequate. All data transfers are covered—
there is no general exception for intra-company transfers. There 
are four ways to overcome this presumption. Individual consent 
remains a valid basis for transfer.28 In research projects, getting 
consent to transfer could presumably be part of obtaining 
informed consent to participate in the research. Absent 
consent, there are three principal options. First, the U.S. data 
importer can join the U.S. Department of Commerce’s Privacy 
Shield,29 whereby the U.S. participant self-certifies (annu-
ally) that it provides GDPR-level data protection. However, 
nonprofits cannot participate in the Privacy Shield because 
the rules are enforced by the Federal Trade Commission and 
nonprofits are not subject to its jurisdiction.30 A second option 
is for the EU data exporter and U.S. importer to sign model 
contractual clauses promulgated by the EU under which 
the parties commit to GDPR-level protection.31 The clauses 
cannot be modified in any respect. Finally, under the rarely 
used binding corporate rules option, a U.S. importer can write 
GDPR-level data protection into its charter.32

Specific GDPR Provisions Related to Health Data
The GDPR has a number of provisions relating to health data 
and scientific research. In general, the collection, use, and 
transfer of data for health and research purposes has become 
more uniformly regulated, an improvement over the DPD’s 
patchwork of rules. However, the specific rules are complex and 
generally more onerous than under the former law.33

Health and genetic personal data, which are deemed 
“sensitive,” are subject to special rules.34 Processing such data 
is forbidden unless one of several conditions applies. They 
include:35

❯❯ The data subject has given “explicit” consent—a term that is 
not defined;

❯❯ To protect a data subject who is incapable of giving consent—
as in the case of a medical emergency with an unconscious 
patient;

For research involving data collected in the Euro-

pean Union (EU), the EU’s new privacy law, the 

General Data Protection Regulation (GDPR), has 

added a further level of complexity.
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❯❯ The subject has already made the data public;
❯❯ As necessary to provide health care, as when one physician 

treating the subject needs data from another;
❯❯ To meet public health needs, such as protecting against 

cross-border threats to health or ensuring health care safety;
❯❯ For a variety of purposes “in the public interest,” including, 

significantly, scientific research and archival or statistical 
purposes.

In several respects, scientific research receives some relief from 
the usual restrictions on the collection and processing of data. 
For example, anonymous data—which is not identifiable to 
a human subject—is not subject to the GDPR at all,36 while 
pseudonymous data—which is not directly identifiable—is 
covered by the GDPR but enjoys favored status.37 In addition, 
obtaining broad informed consent from a research subject at 
the outset of a project may support more extensive processing 
than the GDPR would otherwise permit.38 

The biggest advantage of the GDPR for researchers is that it 
imposes a single set of rules throughout the EU, replacing the 
former patchwork of national laws under the DPD. (Individual 
member states have authority both to create additional research 
exceptions to the GDPR’s general rules and to impose addi-
tional requirements,39 though these should not be materially 
different from the GDPR’s provisions.) In addition, the GDPR 
is intended to create “one-stop shopping” whereby a foreign 
controller can create an “establishment,” or place of business, 
in one EU member state and use that as a base for EU-wide 
compliance, including the appointment of a representative to 
deal with the local data protection authority.40 Overall, after 
some detailed preparation, researchers will probably find it 
easier to do research in the EU than under the former DPD.

Merging the Requirements of HIPAA and the GDPR
The collection and use of health data solely within the United 
States, whether for research, health care, or other purposes, 
continues to be governed by HIPAA (and applicable state laws 
in some cases) and is unaffected by the GDPR. However, any 
“processing”—any collection, use, or retention—of personal 
data that is identifiable to a person who is present in the EU 
must comply with the GDPR. Similarly, organizations that 
collect health data from persons located in the EU, for any 
reason, will have to comply with the strict requirements of the 
GDPR. Organizations that transfer health-related data from 
the EU to the United States must now comply with both legal 
regimes. Moreover, transferring EU data to the United States 

can only be done with explicit consent or pursuant to one of the 
approved transfer mechanisms described above. 

Despite conceptual similarities, and some specific ones—
such as the exclusion of anonymous data from coverage—the 
requirements of HIPAA and the Common Rule, on the one 
hand, and the GDPR, on the other, are not the same. Conse-
quently, compliance with one cannot be assumed to ensure 
compliance with the other. Some of the most important prac-
tical differences are:

❯❯ Using an informed consent form that has been approved by  
a U.S. IRB under the revised Common Rule does not guar-
antee compliance with the GDPR’s consent requirements. 
IRB approvals are done on a case-by-case basis, whereas the 
GDPR’s demanding standards can rarely if ever be waived. 
If an organization is collecting health data in the EU on the 
basis of consent, it should begin with the GDPR’s require-
ments and make sure that its U.S. informed consent docu-
ments meet that standard.

❯❯ The rights of EU data subjects under the GDPR go well 
beyond what is typically included in a U.S. informed consent 
document—for example, the GDPR’s rights of access, 
rectification, and erasure. Organizations that will collect or 
otherwise process EU data must familiarize themselves with 
these rights at the outset of every project. Here again, U.S. 
IRB approval and HIPAA compliance may be insufficient.

❯❯ The GDPR’s one-stop shopping rule is a two-edged sword.  
It should simplify compliance in almost every case. But it 
also imposes requirements, including appointing a repre-
sentative and notifying the data protection authority in the 
chosen EU country, that cannot be ignored.

❯❯ Transferring EU data to the United States is often the most 
challenging part of the process. It is doable, often by consent, 
but the rules are precise and usually unyielding, so this is 
another issue that must be dealt with at the design phase  
of any international health data project.

A final point concerns the enforcement efforts by the EU and 
member state data protection authorities during the GDPR’s 
first year. The imposition has been relatively rare so far, but 
the frequency is increasing. The factors that have triggered the 
largest penalties include intent, such as when a violator ignored 
a problem it was aware of or deliberately ignored the GDPR; the 
scope of the impact; and the sensitivity of the data. Health data, 
of course, is always deemed to be sensitive. Conversely, inad-
vertent violations by organizations attempting to follow the law 
have provoked few significant penalties, even though the GDPR 
sets a strict liability standard in most instances. The lesson for 
U.S. organizations that collect or use EU health-related data is 
that diligence about the GDPR from start to finish of a project, 
while not a safe harbor, is likely to reduce the extent of any 
penalties in the event of a violation.  

The biggest advantage of the GDPR for 

researchers is that it imposes a single set of  

rules throughout the EU, replacing the former 

patchwork of national laws under the DPD.
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Kelly Koeninger focuses her practice exclusively 
on health care regulatory and transactional 
matters. She brings a global approach to health 
care deals and compliance issues by incorpo-
rating an understanding of federal and state 
fraud and abuse laws (including Stark and the 

Anti-Kickback Statute), state corporate practice of medicine rules 
and privacy laws with an extensive background in corporate and 
commercial transactions. Kelly’s transactional experience 
includes the negotiation of complex joint venture transactions 
between regulated entities and providers as well as mergers and 
acquisitions, physician recruitment and employment agreements, 
physician investments in ambulatory surgical centers, formation 
of clinically integrated networks and hospital service line 
co-management agreements. She also regularly counsels clients 
on HIPAA and data privacy and breach matters.

John M. Conley is William Rand Kenan, Jr. 
Professor of Law at University of North Caroli-
na-Chapel Hill. He holds an AB from Harvard 
and a JD and PhD in anthropology from Duke. 
In law school, he was Editor in Chief of the Duke 
Law Journal. He teaches civil procedure, 

intellectual property, and the law of biotechnology, and has 
written several books and numerous articles on genomics and 
the law, the law of intellectual property as applied to emerging 
technologies, scientific evidence, and other topics in law and 
science. His article (with Roberte Makowski), Back to the Future: 
Rethinking the Product of Nature Doctrine as a Barrier to 
Biotechnology Patents, was cited by both lower courts in the AMP 
v. Myriad Genetics gene patent case. In his most recent research, 
he focused on the culture and day-to-day practices of genomic 
medicine. Conley is of counsel to the law firm of Robinson 
Bradshaw & Hinson of Charlotte and Chapel Hill, NC, where he 
practices in intellectual property, biotechnology, privacy, and 
international law.  He is also the editor of the blog The Privacy 
Report and speaks regularly on issues of law and science to 
audiences in the United States and internationally.
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Prioritizing Wellbeing Makes Us Better Lawyers:  
Focus on Mental Health and Wellness in the Law
Theresa Langley, Husch Blackwell LLP

With our culture’s focus on self-care, it is no surprise that 
the bar has recently turned its attention to mental health and 
wellness in the workplace. The focus on wellness is timely and 
vital for our profession. As lawyers, we have chosen a profession 
that is rewarding and often challenging. Our ability to counsel 
our clients on the matters most dear to their livelihoods and 
personal lives comes with great responsibility. For some, the joy 
of the career path becomes outweighed by the long hours, deci-
sion making-induced stress, and contentious nature of some 
transactions and litigation. 

A 2016 study of almost 13,000 practicing lawyers found 
that 21-36% qualified as problem drinkers, approximately 
28% experienced some level of depressive symptoms, and 18% 
experienced elevated anxiety.1 The evidence demonstrates that, 
as a whole, attorneys are more likely than their peers in other 
professions to experience mental health or substance abuse 
problems. For legal employers, employees struggling with these 
issues cost money in the form of high turnover rates and lack 
of engagement at work. These numbers cannot be good for the 
mental capacity we need to provide high-quality analysis for 
our clients and longevity in our careers.

Making Wellness a Priority in Your Life
Study after study shows that healthy eating, quality sleep, and 
stress-coping techniques are associated with reduced symptoms 
of anxiety and depression, and with increased brain function 
and cognition. Below are a few recommendations for incorpo-
rating wellness into your everyday routine: 

❯❯ Nutrition: A good way to track progress with healthy eating 
is through a food journal where you jot down what you eat 
during a normal day. This provides a better understanding of 
your current habits and allows you to identify opportunities 
to add in fruits and vegetables and make adjustments. There 
are several digital tools that make tracking your nutrition 
habits easier. Some of the more well-known tools include 
MyFitnessPal, LoseIt, and Cronometer, which offer both 
web and phone apps and will sync with most fitness tracker 
devices (like Fit Bit or Apple Watch) to automatically import 
workouts and help track calories.

❯❯ Sleep: A typical adult should aim for seven to eight hours 
of sleep per night. Some tips for prioritizing sleep include 
maintaining consistent bedtimes, removing electronic 
devices from the bedroom, avoiding large meals and caffeine 
close to bedtime, and exercising during the day. 

❯❯ Destressing: Small breaks can be a huge help with 
destressing during the workday. Taking just five minutes to 
breathe, move around, and reflect can give you the perspec-
tive you need to cope with stress. For example, try stepping 
away from your desk, taking five deep breaths, and thinking 
of a few things that you are grateful for. 

These recommendations seem intuitive, yet it takes hard work 
to build the routines that make these a priority on a daily basis. 
Sleep can be the first thing to go when our schedules get busy 
and we are trying to respond to our partners and clients, often 
outside of regular business hours. 

Making Wellness a Priority at Your Firm or 
Organization
It is difficult to be open about daily struggles with stress and 
mental health if our workplace does not prioritize wellness. The 
culture within the bar is improving in this area, but the profes-
sion will only continue to make progress through our efforts. 
Some steps we can all take to ensure that our firm or orga-
nization is working towards a healthy culture that promotes 
well-being include: 

❯❯ Advocate for your firm or organization to sign the ABA 
wellness pledge: In September 2018, the American Bar Asso-
ciation unveiled The Well-Being Pledge for Legal Employers.2 
Firms that adopt the pledge commit to making the seven-
point framework a priority and integrating it into their 
culture. My firm and many others have signed the pledge to 
publicly demonstrate their commitment to support wellness 
in the workplace and within the legal profession. 

❯❯ Form a wellness working group: Establishing a wellness 
working group at your firm or organization can go a long 
way towards creating a healthy culture. The wellness 
working group should have a few high-level leaders in the 
organization who have the credibility and influence to make 
things happen. Through a wellness working group, you 
can work to ensure that the organization is implementing 
proposed initiatives and providing resources to colleagues.

❯❯ Take a culture of wellness organizational self-assessment: 
The SAMHSA-HRSA Center for Integrated Health Solutions 
provides a Culture of Wellness Organizational Self-Assessment 
(COW-OSA),3 which is designed to increase an organiza-
tion’s awareness of the key components of a wellness-focused 
culture and help identify what changes to make. 

Young Professionals
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Moving Forward
At our firm-wide retreat this past year, one of 
the top executives gave a speech regarding his 
own struggles with alcohol use earlier in his 
career and his journey to recovery, which ulti-
mately made him a better lawyer and leader. It 
provided a powerful testament to how preva-
lent these issues are in our profession and the 
importance of breaking through the stigma so 
that people can speak up and access resources. 
Prioritizing mental health and wellness in our 
own lives and at work is not going above and 
beyond. It is necessary to sustain our rigorous 
careers as lawyers and avoid burnout and 
continue to be thoughtful and responsive in 
relationships with our clients, co-workers, and 
families. 

Theresa Langley is an 
Associate with Husch 
Blackwell LLP. She has 
experience representing 
hospital systems, physician 
groups, and medical schools, 

and she advises clients on a variety of state 
and federal regulations, including the 
confidentiality of health information, fraud 
and abuse laws, Medicare and Medicaid 
reimbursement, and EMTALA.
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Mentoring

The Benefits of a Great Mentor
Jonathan Culpepper, Office of Counsel to the Inspector General, U.S. Department of Health and Human Services

My participation as a mentee in AHLA’s Mento-
ring Program has helped catapult the beginning 
of my legal career and continues to be positive 
and rewarding for my career growth. My mentor has 
connected me to health law attorneys practicing in a variety of 
settings, given me invaluable advice and wisdom, and helped 
me to appreciate the importance of spending time with others 
who are newer to the profession. 

My mentor-mentee relationship began about two years 
ago when I first began practicing as an attorney. As a younger 
attorney, I was excited to learn as much as possible in my first 
legal job and through relationships with experienced attorneys. 
AHLA’s Mentoring Program was an obvious choice to begin 
creating those relationships in the health law field. To my luck, I 
found a mentor who works reasonably close to my office, so we 
have been able to find time to connect over coffee or lunch on a 
frequent basis. 

Over the past two years of getting to know each other, I 
realized that one of the greatest benefits of having a mentor 
early in your career is knowing that you have an experienced 
attorney who is in your corner. Working at your first job as a 
practicing attorney poses several challenges, including finding 
a mentor within your own organization. Unless your job has an 
established mentoring program in place, it can be tough finding 
an experienced attorney who has practiced in your field to serve 
as a consistent mentor on a professional and personal level. The 
AHLA Mentoring Program can help fill that void by giving you 
the flexibility and independence to request potential mentors 
working in a variety of legal jobs throughout the health law 
profession around the country.

Moreover, having access to professionals with diverse expe-
riences in the health law field is a great learning opportunity. 
As a mentee, I have gained much wisdom from my mentor’s 
past stories of working in the government and handling all the 
issues that entails. Her transparency with me about her work on 

past legal cases and mistakes she’s learned from throughout her 
career has provided me with an enormous amount of insight.  

I have also learned from colleagues within my mentor’s 
network who are practicing in the health law field. My mentor 
has experience working for the government and in private 
practice as a health law attorney, which has helped her establish 
connections in both the private and public sector. I have found 
this invaluable because through her experience she has been 
able to introduce me to colleagues I otherwise may not have 
had the opportunity to meet from other sectors. 

AHLA’s in-person programs are a great way for mentors to 
find a mentee, interact with them, and introduce them to other 
attorneys. In addition to quarterly to semi-annual lunches, my 
mentor and I always make it a habit to reach out to each other at 
AHLA’s Fraud and Compliance Forum in the fall and the Insti-
tute on Medicare and Medicaid Payment Issues in the spring. 
These opportunities allow us to network with other individuals 
working in the health law field. Specifically, the Networking 
and Diversity+Inclusion Receptions held at these programs are 
a great opportunity for mentors to connect with mentees and 
create new mentor-mentee relationships. 

Finally, mentors should be open to mentoring someone 
with a diverse background from theirs. My mentor and I have 
several differences, including our gender, ethnicity, and even 
the sector we practice in. However, we have found that we 
have much more in common outside of practicing health law 
that one might not expect. Our different perspectives on legal 
and personal issues has made an enormous difference in our 
mentor-mentee relationship and created a strong friendship. 

I am thankful that AHLA’s Mentoring Program created 
an opportunity for me to connect with a very successful and 
experienced health law attorney, but it has been my mentor’s 
willingness to connect me to other health law attorneys, 
share advice, and be transparent that has created a wonderful 
mentor-mentee relationship. 

Jonathan Culpepper is an Associate Counsel 
in the Administrative and Civil Remedies 
Branch of the Office of Counsel to the 
Inspector General at the U.S. Department  
of Health and Human Services. Jonathan has 
been involved with several of AHLA’s practice 

groups and is mentored by Laura Laemmle-Weidenfeld of Jones 
Day through AHLA’s Mentoring Program. Jonathan earned his 
JD from Northeastern University School of Law, where he 
concentrated in Health Law and Policy, and his BA magna  
cum laude from Howard University.
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Career Center

Online Career Center Snapshot

AHLA’s Online Career Center  
will allow you to:
Manage Your Career

•  Search and apply to more health law jobs than  
in any other job bank.

•  Upload your anonymous resume and allow 
employers to contact you through the AHLA 
Career Center’s messaging system.

•  Set up Job Alerts specifying your skills, inter-
ests, and preferred location(s) to receive email 
notifications when a job is posted that matches 
your criteria.

•  Access career resources and job searching  
tips and tools.

•  Have your resume critiqued by a resume-writing 
expert.

Recruit for Open Positions

•  Post your job in front of the most qualified group 
of health law professionals in the industry.

•  Promote your jobs directly to candidates via the 
exclusive Job Flash email.

•  Search the anonymous resume database to find 
qualified candidates.

•  Manage your posted jobs and applicant activity 
easily on this user-friendly site.

For more information and to start the 
journey to enhance your career or  
 organization, please visit the AHLA 
Career Center at https://careercenter.
healthlawyers.org. 

2800+Employers

750+ Job Seekers

35+ Open Positions

Featured Print Listings:

Colorado
Denver, CO: Manager, Corporate 
Counsel – Regulatory – DaVita. 
The DaVita in-house legal team is 
known as the “Justice League.” 
The Justice League is comprised of 
over 300 attorneys, paralegals, and 
professionals in countries around 
the globe. The Justice League 
values diversity, support, and 
respect for each other, analytical 
rigor, commitment to professional 
development, and a passion for 
excellence. The Justice League’s 
health care regulatory team has 
a Manager, Corporate Counsel 
position available in Denver, CO or 
DeLand, FL. Candidates with three 
or more years of health care regula-
tory experience who are inter-
ested in joining a great team are 
encouraged to apply. Candidates 
will be responsible for providing 
day-to-day health care regulatory 
support to one of DaVita’s Strategic 
Business Initiatives and should 
have experience providing advice 
to clients on health care regulatory 
and compliance issues including 
advice related to referral source 
relationships, beneficiary induce-
ment, Stark Law, the Anti-Kickback 
Statute, reimbursement, and 
the False Claims Act. Send your 
resume to patricia.festa@davita.
com for immediate consideration.

Florida
DeLand, FL: Manager, Corporate 
Counsel – Regulatory – DaVita. 
Refer to listing under Denver, CO 
for full description.

Iowa
Des Moines, IA: Health Asso-
ciate Attorney – Dorsey & Whitney 
LLP. Dorsey & Whitney LLP seeks 
a highly motivated health care 
associate with one to four years 
of experience to join a very busy 
practice in the Health Care group 
in our Des Moines, IA office. The 
position will focus on transactions 
and regulatory compliance health 
care work (e.g., drafting and 

negotiating contracts, Medicare 
and Medicaid compliance advice, 
and HIPAA advice). Successful 
candidates will have one to four 
years of health law experience, 
superior academic credentials, 
and very strong communication, 
writing, research, and analyt-
ical skills. A background in the 
health care industry and Iowa 
bar admission is preferred. The 
candidate must have a strong 
knowledge base in the business 
and regulatory aspects of health 
law, including Stark, Anti-Kick-
back, licensing and nonprofit 
laws, and strong contract drafting 
skills. Dorsey & Whitney LLP is an 
EEO/AAP/Disabled Vets Employer. 
Apply online at www.dorsey.com/
attorneyjobs.

South Carolina
Greenville, SC: Senior Asso-
ciate General Counsel – Prisma 
Health. World-class health system 
located in South Carolina’s 
beautiful upstate region seeks an 
experienced health care attorney 
to serve as Senior Associate 
General Counsel. Prisma Health 
is the largest health care system 
in South Carolina and a leader 
in delivering high-quality patient 
care. As a Senior Associate 
General Counsel, you will provide 
counsel and advice regarding 
many legal aspects of the 
system’s activities. In this role, you 
will work under the direction of 
the VP, Deputy General Counsel 
to provide legal support to Prisma 
Health. Send resume to Andy.
Reina@prismahealth.org and 
Cindy.Cambron@PrismaHealth.
org 

Tennessee
Nashville, TN: Health Care 
Operations Attorney – Latitude 
Legal. Latitude seeks a health 
care operations attorney with 
three-plus years of health care 
operations experience. Desired 
Experience: providing strategic 
and operational legal advice to 
companies (health care systems, 
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hospitals, clinics, physician groups, surgery 
centers, etc.) on diverse operational 
matters; knowledge of and experience with 
the regulatory environment affecting hospi-
tals (e.g. HIPAA, fraud and abuse analysis, 
licensure); and advising on delivery of care 
issues, such as conservatorships, consent 
to treat, and involuntary hospitalization. 
Requirements: three-plus years of health 
care operational experience; excellent 
academic credentials; licensed in TN or 
eligible to immediately waive in; prior corpo-
rate law firm or large health care company 

experience preferred; and outstanding 
references. Position Details: Type of role: 
Permanent; Schedule: Full-time; Location: 
Nashville, TN; Compensation & Bene-
fits: competitive and commensurate with 
experience. Confidentiality: Latitude will 
not disclose your identity or propose you 
to prospective clients without your prior 
consent. Candidates selected for further 
consideration will be contacted. Only 
qualified applicants should apply. For more 
information about Latitude, please visit 
https://latitudelegal.com. 

Find Your Way.
Take the fi rst step toward success. 
Connect, learn, and collaborate 
with a mentor. 

Find a mentor—Start building 
your mentoring relationship today: 
www.healthlawyers.org/mentoring
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NEW EDITION

There are over 6,000 Ambulatory Surgery Centers (ASCs) operating 
in the United States, as the shift to outpatient surgery continues. 
The authors not only cover the historical background behind the 
development of ASCs, but most importantly focus on current issues 
facing ASCs, offering practical and useful guidance for those giving 
legal advice to developers and owners of ASCs including hospitals, 
physicians, developers, management companies, financial sponsors, 
and others.

To keep pace with the latest developments, the authors provide 
an expert overview of the growth, trends, benefits, legal issues, 
and tensions associated with ASCs, followed by a current and 
comprehensive analysis of the issues particular to ASCs, emphasizing:

 Physical and organizational differences from other providers, whether
 the ASC is owned by a hospital, a physician practice, or other entity
 Key trends and tensions facing ASCs, such as the conflicts that often 
 arise between ASCs, hospitals, and physicians
 The benefits of joint ventures between hospitals and physicians
 Federal fraud and abuse concerns
 State self-referral laws and their impact on ASCs

Visit the AHLA Resource Center to PICK UP A COPY TODAY!

Ambulatory Surgery Centers: 
Legal and Regulatory Issues
SIXTH EDITION
Scott Becker, Erin E. Dine, LauraLee R. Lawley, Lauren M. Ramos, 
Bradley A. Ridlehoover, Helen H. Suh, Melissa Szabad, Anna M. Timmerman, 
Gretchen Heinze Townshend, Kerri A. Zelensek, Authors 

eBook Availability! Most AHLA titles are now available in eBook formats. Same reliable content, increased portability, and accessibility.

TABLE OF CONTENTS

Ch. 1  Introduction and Background 
Ch. 2  Anti-Kickback and Self-Referral Issues 
Ch. 3  Tax-Exempt Status and Tax-Related Issues 
Ch. 4  State Self-Referral Issues 
Ch. 5  Reimbursement 
Ch. 6  Medicare Certification, Licensing, and 
 CON (Certificate-of-Need) Issues for ASCs 
Ch. 7  Antitrust Considerations Affecting ASCs 
Ch. 8  Compliance [NEW CHAPTER] 
Exhibit 1  ASC Safe-Harbor Regulations of the 
  Anti-Kickback Statute 
Exhibit 2  Sample Compliance Plan 
Exhibit 3  Sample Operating Agreement 
Exhibit 4  Sample Policy for Antitrust Compliance

Available in print and eBook formats
324 pages, softbound, Pub. #26900, © 2019

Members
$149 ISBN 9781522177500     
$144  eBook, eISBN 9781522177524 

Non-members 
$199 ISBN 9781522177517 
$194 eBook, eISBN 9781522177531

Downloadable materials include a revised and updated sample 
compliance plan, a sample operating agreement, and a sample 
policy for antitrust compliance.

Purchase Today at www.lexisnexis.com/AHLA-ASC

http://www.lexisnexis.com/AHLA-ASC


This year’s conference promises to be an exciting and informative 
meeting where some of the leading in-house and outside lawyers for the long term care industry 
will be presenting on legal, compliance, and operational issues faced by providers. Sessions will focus 
on cutting edge issues that are front and center within the post-acute continuum.

For More Information, visit:  
www.healthlawyers.org/longtermcare2020

LEARN. 
NETWORK. 
ENGAGE.

San Antonio, TX  |  Grand Hyatt San Antonio  |  March 2-4, 2020

Long Term  
Care and the Law

Early Registration Deadline Approaching!
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