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Speaker Profile

ANDREA FERRARI, JD, MPH,

AFERRARI@RSDPHCONSULTS.COM

• Ms. Ferrari is a nationally known lawyer, consultant & physician compensation expert who draws on her 
more than 25 years experience in the industry. Including serving as a Partner and Chief DEI Officer for a 
national healthcare valuation and consulting firm, as an attorney in the healthcare section at an AM Law 
100 global law firm,  as counsel to a public health system and in-house at an academic health system. 

• Ms. Ferrari speaks and publishes regularly on topics related to physician compensation, fair market value 
and commercial reasonableness and their role in regulatory compliance, investigations and litigation under 
various Federal and state laws. She has authored more than 100 publications and presentations on such 
topics and served as a testifying expert in several recent matters. Clients have included Fortune 100 and 
Fortune 500 companies, government agencies, regional and national professional associations, and some of 
the largest and best known health systems in the United States.

• Ms. Ferrari is known for her work regarding compensation of academic, teaching & uniquely experienced 
Thought Leader & “Rockstar” physicians. Her other recent focus areas include: compensation in the context 
of physician alignment and population health strategies, such as clinically integrated networks, accountable 
care organizations, gainsharing arrangements and “Hospital Quality and Efficiency Programs”; physician 
compensation in the context of clinical research and clinical trial agreements; recruitment and retention 
strategies for providers in shortage areas and for public health, population health and emergency planning; 
provider compensation questions for public, tax-supported, safety-net and rural provider organizations, 
including public hospitals and public health and safety agencies; compensation for physician medical 
director/consulting services, including having served as the expert author on medical director 
arrangements for multiple editions of the AHLA/BVR Guide to Healthcare Valuation; and compensation 
equity and parity.
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• Joe Wolfe represents a wide variety of health care clients nationwide and currently serves as the leader 
of Hall Render’s health care regulatory practice group. 

• Hall Render is the largest health care focused law firm in the country, with 5 practice groups and 21 
services lines serving health care clients nationwide.

• Joe has considerable experience with technical Stark and Anti-Kickback analysis, physician compensation 
and fair market value issues. 

• He regularly assists clients with physician contracting, compensation model design, and internal 
compliance reviews involving physician arrangements, especially where compliance with Stark’s “Big 3” 
is at issue (i.e., fair market value, commercial reasonableness, potential incentives for referral 
volume/value). 

• He is a frequent speaker for several major health care trade associations (e.g., AHLA, HCCA, AMGA, 
ACHE) and has given over 200 in-person, web-based and podcast presentations in recent years. 

• He currently is the vice chair of educational programming for the American Health Law Association 
(AHLA) Fraud & Abuse Practice Group and serves on the Corporate Advisory Council for the American 
Association of Provider Compensation Professionals (AAPCP). 

• Before attending law school at the University of Wisconsin, Joe served as a combat engineer in the 
United States Army.



General Disclaimers

• This program is a general discussion of legal and business trends and issues. It should not be
relied upon as legal, valuation, business, financial or other professional advice.

• The panelists will provide their own views and not those of their current or past employers or
clients.

• This presentation may include a discussion of hypothetical scenarios. Any hypothetical 
scenarios do not represent actual events.

• This program may include a discussion of certain ongoing or settled qui tam or other lawsuits. 
The discussion is based on publicly available documents and allegations in the lawsuits. We 
wish to remind participants that allegations are allegations only. We also wish to remind 
participants that any discussion of cases and related issues will not be comprehensive.

• Not all slides will be covered in detail. Some have been included for reference only.

• Some questions in the questions section have been asked and answered in other forums and 
programs.  We will ask and answer them again here with different perspectives (there is no 
one right answer, generally).



“The only thing that is constant is change.” 
~ Heraclitus

Still true.

“The more things change, the more they stay the same.”
~ Alphonse Karr

Also still true.
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Regulatory Background

The Big Three requirements of meeting a Stark Law exception…and for many 
other regulatory compliance purposes:

______________________________________________
1. The compensation is fair market value (FMV)
2. The arrangement is commercially reasonable (CR)
3. The compensation is not determined in a manner that takes into account the 

volume or value of the physician’s referrals (of DHS) or, in some cases, other 
business generated by the physician (V+V Test)



Regulatory Background

Selected List of 2021 Influences on Physician Compensation Planning
__________________________________________________________
• 2020 Stark Law/AKS Final Rules, including new definitions and clarifications for the Big Three***

• Ongoing market transition to value-based payments and value-based care

• New and dramatically different Medicare Physician Fee Schedule rules, for CY 2021 and CY 2022

• Changing scope of practice and billing/supervision rules for non-physician providers, including at the 
state level, where change is happening at varying paces and influenced by varying state priorities

• New/evolving/projected regulatory enforcement trends (Stark Law, AKS and other unrelated 
enforcement actions such as antitrust and DOL actions)

• Ongoing (but winding down) public health emergency, and related priorities, financial considerations, 
provider shortages and stressors

• New models of care delivery – e.g., telemedicine/virtual care; non-physician providers sharing care 
responsibilities with physicians; collaborative and coordinated care delivery through joint ventures; PE-
backed and technology-driven delivery models, etc.



Regulatory Background

10

COVID Effects Overview
__________________________________________________________
• Provider expenses ↑

• Provider revenues ↓

• Shifts in service priorities (shifts away from historical revenue centers)

• Magnified financial distress among those already in financial distress and unexpected 
financial distress for others

• Waivers for certain aspects of Stark Law enforcement under Section 1135 of the Social 
Security Act (waivers to expire with expiration of the public health emergency)

****Duration of public health emergency, its financial/operational effects and associated 
regulatory waivers is not specifically known



General Overview of Legal and Regulatory Pitfalls

Stark Law
42 U.S.C.
§1395nn

• Strict liability civil statute

• Prohibits submission of claims to Medicare/Medicaid that result from a referral by a physician with
which the entity has a financial relationship (compensation or ownership), unless a specifically-
enumerated exception applies

• Burden is on a defendant to show that requirements for an exception are met
• The most commonly utilized exceptions for physician compensation require the Big Three
• Violations trigger repayment obligations, civil monetary penalties and potential exclusion from

participation in Federal health care programs
• Historically, alleged violations are associated with very high monetary penalties – examples (among many):
❖ U.S. ex rel Baklid Kunz v. Halifax Health  (M.D., Fla)- $85 million settlement  on eve of trial in 2015, after 

facing potential damages in excess of $1 billion; allegations involved all  of the Big Three and procedural 
history included summary judgement  for violation of V+V prohibition

❖ U.S. ex rel Drakeford v. Tuomey Healthcare System (D.S.C) - $237 million verdict against health system 
settled to $74.5 million in 2015; allegations involved all of the Big Three and procedural history included a 
failed advice of counsel defense

Federal 
Anti-
kickback 
Statute
(AKS) 42
USC
§1320a-
7b(b)

• Prohibits knowingly and willfully offering, paying, soliciting or receiving remuneration in exchange for 
referrals for items or services payable by a Federal health care program

• Prosecutions and penalties may apply to parties on both sides of a prohibited arrangement 
• Parties can comply with voluntary safe harbors or be subject to case by case analysis (to comply with a 

safe harbor, all requirements of the safe harbor must be completely met)
• Safe harbor requirements include the Big Three
• Civil and criminal statute- provides for criminal and/or civil penalties for violations
❖ United States v. Greber, 760 F.2d 68 (3d Cir. 1985), cert. denied, 474 U.S. 988 (1985)- established 

“one purpose test” - an arrangement may violate AKS if even one purpose is to induce referrals
❖ U.S. v. Lipkis, 770 F.2d 1447, 1449 (9th Cir, 1985) – If a payment exceeds FMV, it may be inferred 

that the amount in excess of FMV is a payment for referrals that may implicate AKS
❖ U.S. ex rel Bingham v. HCA (11th Cir, 2019) – Comp that is FMV is not remuneration implicating AKS
❖ U.S. ex rel Chao v. Medtronic PLC (C.D Ca., 2022) – if payments are intended to compensate for 

referrals, they may violate the AKS, even if the payments are FMV



General Overview of Legal and Regulatory Pitfalls

Federal False • Prohibits knowingly presenting or causing to be presented a false or fraudulent claim for payment by 
the Federal government

• Serves as a “magnifying glass” for violations of the Stark Law, AKS and certain state Medicaid laws, in 
part due to its qui tam relator provisions (70% of cases are qui tam)

• Under the ACA, AKS violations are per se violations of FCA
• Per claim penalties with trebling of damages
❖ Universal Health Services v. United States ex rel. Escobar 579 U.S. (2016) – a defendant makes

an implied certification of compliance with Medicare/Medicaid requirements, including Stark 
and AKS, when submitting Medicare/Medicaid claims; a false claim for purposes of FCA is a
claim of something that would be material to Government’s decision to pay

Claims Act
(FCA)
31 U.S.C. 
§3729

Federal Tax • A tax-exempt entity’s earnings may not inure to the benefit of a private party
• Penalties for violation include intermediate sanctions up to loss of tax-exempt status
• To comply, compensation paid should be “reasonable” for the market, specialty and responsibilities
• IRC Sec. 162: “reasonable” compensation is the amount that would ordinarily be paid for like services 

by like enterprises under like circumstances
• Generally, the Big Three are regarded as important to 501(c)(3) compliance

Exemption
IRC 501(c)(3)

State/Local Tax
Exemptions, 
including 
Property Taxes

• May mirror Federal IRC or have other specific requirements to maintain tax-exemption

• Penalties for non-compliance may include loss of tax-exempt status for purposes of income taxes 
and/or property taxes, and may give rise to criminal liability in some cases (knowing violation of a state 
false claims act)

• Recent enforcement actions/court cases suggest that operations that subsidize for-profit enterprises, 
and payments that are not FMV for reasonable items or services may cause risk⤍ series of cases 
started with AHS Hosp. Corp. v Morristown (2015) and continues



General Overview of Legal and Regulatory Pitfalls

Civil Monetary 
Penalties Laws
(CMPL),

Including 
Gainsharing 
CMP

Gainsharing CMP (§ 1128(a)(b) of Social Security Act, 42 U.S.C. §1320a-7a) - Prohibits
inducements to limit items or services to Medicare or Medicaid beneficiaries
• Medicare Access and CHIP Reauthorization Act (MACRA) (2015) added the words “medically

necessary” between “limit” and “items”; prior to 2015, the gainsharing CMP applied to any
arrangement to limit items or services to applicable patients

• Incentives and bonus programs that are not designed and implemented with proper safeguards may
implicate the gainsharing CMP, even with the post-2015 modification

State Laws re 
Practice and Billing

• State physician self-referral prohibitions

• State antikickback statutes and/or fee-splitting prohibitions
• State billing and payment laws and rules (anti-supplementation laws, laws/rules against

percentage of revenue contracts, state laws/rules limiting scope of practice for some providers,
etc.)

• State false claims acts
• State laws prohibiting corporate practice of medicine, including, in some cases, corporate subsidization

of medical practice
• Newer (maybe): state anti-bribery laws, possibly enforced through the Travel Act

State and Federal 
Antitrust Laws

• Wage fixing and poaching are on the FTC’s radar and were the subject of significant activity in 2021

• Sharing compensation information can be a problem, unless it is through a neutral third party, 
information is relatively old or is aggregated or deidentified– these restrictions may be issues/barriers 
in establishing the Big Three in some cases

• There is attention to non-competes and other restrictive covenants at both the state and Federal level, 
and particularly for physicians given the shortages and needs post COVID



General Overview of Legal and Regulatory Pitfalls

Federal Travel • Passed in 1961
• Prohibits travel or use of mail or any facility in interstate or foreign commerce to engage in

unlawful activity
• Unlawful activity includes violation of the laws of states, the District of Columbia, any United States 

commonwealth or possession, or the United States, specifically including violation of anti-bribery
laws

• Criminal statute that carries penalties up to 20 years in prison
❖ U.S. v Barker et al (N.D. Tx) – 14 defendants convicted in 2019 and sentenced for criminal violations 

of the Travel Act in connection with compensation for surgeries

Act (aka the
“International
Travel Act”)
18 U.S.C. §1952

Foreign • Passed 1977
• Prohibits making payments to foreign government officials to assist in obtaining or retaining business
• Applies to publicly-traded companies and their officers, directors, stockholders and agents; agents can

include consultants, distributors, JV partner and certain other parties
• Allows for substantial civil penalties and disgorgement of ill-gotten gains
• May be implicated by payments to healthcare providers in countries with nationalized healthcare

Corrupt
Practices Act
(FCPA)
14 U.S.C. §78dd-
1, et seq.

• E.g.: CMH Liquidating Trust v. Anderson (in re Community Mem. Hospital d/b/a Cheboygan 
Memorial Hospital) (Bankr. ED Mich., 2018) – lawsuit against directors and officers of bankrupt 
hospital for poor financial oversight, including non-FMV, non-CR transactions

• Evidence of Big Three may ensure protection under Business Judgement Rule (BJR)

D&O Liability for 
Entities in Distress

Employment and
Labor Laws (State
and Federal)

• Vary by state and circumstances
• Incentives that incentivize illegal and/or discriminatory behavior can create legal and regulatory risk
• Risk: False certifications of compliance with applicable laws
• Risk: Individual causes of action against the employer
• Michigan health system settled provider wage discrimination lawsuit Jan 2020
• Maine health system sued for provider wage discrimination Jan 2020



COVID Considerations
Sec. 1135 Stark Law Blanket Waivers – Effective from March 2020 through end of the COVID Public 
Health Emergency for Compensation Arrangements with a “COVID-19 Purpose”

COVID-19 Purposes
COVID-19 Diagnosis and Treatment – Diagnosis or medically necessary treatment of COVID-19 for any patient
or individual, whether or not the patient or individual is diagnosed with a confirmed case of COVID-19.

Securing Services of Physicians and Other Practitioners – Securing services of physicians and other health care
practitioners and professionals to furnish medically necessary patient care services, including services not related
to the diagnosis and treatment of COVID-19, in response to the COVID-19 outbreak in the United States.

Addressing Patient and Community Needs – Ensuring the ability of health care providers to address patient 
and community needs due to the COVID-19 outbreak in the United States.

Expanding Capacity – Expanding the capacity of health care providers to address patient and community 
needs due to the COVID-19 outbreak in the United States.

Shifting to Alternative Care Settings – Shifting the diagnosis and care of patients to appropriate alternative 
settings due to the COVID-19 outbreak in the United States.

Addressing Medical Practice or Business Interruption – Addressing medical practice or business interruption 
due to the COVID-19 outbreak in the United States in order to maintain the availability of medical care and 
related services for patients and the community.



COVID Considerations
Sec. 1135 Stark Law Blanket Waivers – Effective from March 2020 through end of the COVID Public Health 
Emergency for Compensation Arrangements with a “COVID-19 Purpose”

Blanket 

Waiver#

Payment 

From

Payment 

To Service/Resource Above FMV Ok? Below FMV Ok?

1 Entity Physician* Services personally performed by Physician Yes Yes

2 Entity Physician Office space provided by Physician No Yes

3 Entity Physician Equipment leased from a Physician No Yes

4 Entity Physician Items or services purchased from a Physician No Yes

5 Physician Entity Office space provided by Entity No Yes

6 Physician Entity Equipment leased from an Entity No Yes

7 Physician Entity
Use of Entity’s premises, or items or services

purchased from Entity
No Yes

8 Hospital Physician
Medical Staff benefits 

provided by Hospital

FMV not applicable. Ok to provide Physician incidental benefits that 

exceed limits in 42 CFR §411.357(m)(5)

9 Entity Physician
Nonmonetary compensation

provided by Entity

FMV not applicable. Ok to provide Physician nonmonetary

compensation that exceeds limits in 42 CFR §411.357(k)(1)

10 Entity Physician Loan from Entity to Physician
Below FMV interest rate; or terms that are unavailable from a

lender to whom Physician does notrefer

11 Physician Entity Loan from Physician to Entity
Below FMV interest rate; or terms that are unavailable from a

lender that is not in a position to generate business for Physician



COVID Considerations
Common COVID-19 Regulatory Review Considerations
New, Planned or Ongoing Arrangements

Stark Law AKS FCA State Laws 501(c)(3) Contract Obligations BJR

Enforcement

Waiver?

For certain

circumstances
No No

Only for certain

circumstances
No

Only for certain

circumstances
No

High Liability Risk? Yes Yes Yes Depends Yes Depends Yes

Careful Process is a 
Risk Mitigation 
Strategy

Yes 
(Indirectly) Yes Yes Yes Yes

Yes 
(Indirectly) Yes

Careful 
Documentation is a 
Risk Mitigation 
Strategy?

Yes Yes Yes Yes Yes Yes Yes

Use of Outside 
Experts is a Risk 
Mitigation Strategy

Yes Yes Yes Depends Yes Depends Yes
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Selected Key Rule and Market Changes

Regulatory Background

Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Top Ten Issues/Questions of 2022

Panel Q&A

# Change Overview Effective Date of 
Associated Rule

1. New Stark Law 
Definitions for the 
Big Three

Revised Definitions (3) for “Fair Market Value” 
– Addition of “of the subject transaction”
– New Definitions (3)* for “General Market Value”

*general, rental of equipment, rental of office space

New Definition of “Commercially Reasonable”  
-There was not one previously

New V+V Test
-There was not one previously
-New V+V Test is a mathematical test that requires some financial 
understanding of how variables affect one other in healthcare contexts

January 19, 2021

2. Selected CMS 
clarifications 
regarding the Big 
Three

The new definitions of the Big Three are separate and distinct and each 
must be applied separately if multiple of the Big Three are required

The new definitions of the Big Three in the Stark regulations apply only 
for compliance with Stark and not for other laws for which the Big Three 
may be important, such as the Antikickback Statute or IRS regulations

The V+V prohibition does not prohibit “shadow referrals” from the 
perspective of CMS

January 19, 2021



Selected Key Rule and Market Changes

Regulatory Background

Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Top Ten Issues/Questions of 2022

Panel Q&A

# Change Overview Effective Date of 
Associated Rule

3. Three new Stark 
Law Exceptions 
for Value-Based 
Arrangements

i. Full Financial Risk
– 8 detailed requirements
– Arrangement must meet definition for “Full Financial Risk”

ii. Downside Financial Risk to the Physician
-11 detailed requirements
-10% of total physician “remuneration” must be at risk and 

“remuneration” and “at risk” have specific meanings

iii. Value Based Compensation Arrangements
-14 detailed requirements
-One of the requirements is that the arrangement be commercially 
reasonable (by the new definition)

To meet the requirements for any of the exceptions, the 
parties/arrangement must first comply meet all 7 threshold definitions 
for value-based arrangements: 
(i) Value-Based Activity
(ii) Value-Based Arrangement
(iii) Value-Based Enterprise
(iv) Value-Based Purpose
(v) Value-Based Enterprise (VBE) Participant
(vi) Target Patient Population

January 19, 2021



Selected Key Rule and Market Changes

Regulatory Background

Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Top Ten Issues/Questions of 2022

Panel Q&A

# Change Overview Effective Date of 
Associated Rule

4. New 
Antikickback 
Statute Safe 
Harbors for 
Value-Based 
Arrangements

1. Care Coordination Arrangements  - Applies to in-kind remuneration only 
and requires that the arrangement be based on at least one evidence- based 
outcome measure determined in advance, is commercially reasonable and the 
recipient of remuneration contributes at least 15% of either the cost or the 
fair market value of the remuneration

2. Substantial Downside Financial Risk – Prospective risk of at least one year;
recipient of remuneration is required to be at risk for at least 5% of the amount
for which the value-based enterprise is at risk

3. Full Financial Risk – Requires recipient of remuneration to be responsible 
for all costs of all items and services covered by a payor for each patient in the
target population for the term of at least one year; protection is for
remuneration to or from a value-based enterprise and value- based participant.

- Requirements & applicability not the same as Stark Law exceptions
- All elements of the safe harbor must be met for the safe harbor 
- protection⤍reviewing the details of each element is important

- Definitions are similar but not identical to the definitions in the Stark Law
Final Rule ⤍reviewing the details of each definition is important

January 19, 2021



Selected Key Rule and Market Changes

Regulatory Background

Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Top Ten Issues/Questions of 2022

Panel Q&A

# Change Overview Effective Date of 
Associated Rule

5. New 
requirements for 
Stark Law Group 
Practices making 
distributions 
under the Stark 
In-Office-
Ancillary 
Services (IOAS) 
Exception

Profit distributions from value-based enterprise - Physician groups that 
meet the 8 requirements to be a Group Practice will be able to distribute 
profits (not revenues) from value-based enterprise

Profit distributions from DHS ancillaries - Physician groups that meet the 
requirements to be a Group Practice and meet the requirements of the IAOS 
Stark Law exception can distribute profits (not revenues) from DHS ancillary 
services

No split pools - Groups cannot distribute profits from “split pools”-- must 
have aggregated profits to be distributed & use the same distribution 
methodology for all physicians in the group or in a pod of 5 or more 
physicians with the formula must be set in advance

January 1, 2022

6. New provisions 
for the Stark Law 
exception for 
indirect 
compensation

By statute, both “direct” and “indirect” compensation arrangements need 
to meet a Stark Law exception (and therefore probably need to comply with 
the Big Three)

New rules effective January 2021 changed the definition of “indirect 
compensation arrangement” – an arrangement might not be an “indirect 
compensation arrangement” and Stark Law may not apply unless it is not 
FMV or fails V+V Test

New PFS rule for CY 2022 modifies the new rule of January 2021 to 
somewhat revert to the old definition of an indirect compensation for lease 
or use of office space or equipment that is paid per unit

January 19, 2021

January 1, 2022



Selected Key Rule and Market Changes
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Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Top Ten Issues/Questions of 2022

Panel Q&A

# Change Overview Effective Date of 
Associated Rule

7. New AKS Safe 
Harbor for 
Outcomes -
Based 
Payment 
Arrangements

Eight Requirements, including:

(i) To receive an outcomes-based payment, the agent achieves one or 
more legitimate outcome measures that: 

(A) Are selected based on clinical evidence or credible medical support; 
and 

(B) Have benchmarks that are used to quantify: (1) Improvements in, or 
the maintenance of improvements in, the quality of patient care; (2) A 
material reduction in costs to or growth in expenditures of payors while 
maintaining or improving quality of care for patients; or (3) Both.

(ii) The methodology for determining the aggregate compensation 
(including any outcomes-based payments) paid between or among the 
parties over the term of the agreement is: 

• Set in advance; 

• Commercially reasonable; 

• Consistent with fair market value; and 

• Not determined in a manner that directly takes into account the 
volume or value of any referrals or business otherwise generated 
between the parties for which payment may be made in whole or in 
part by a Federal health care program

January 1, 2022
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Top Ten Issues/Questions of 2022

Panel Q&A

# Change Overview Effective Date of 
Associated Rule

7. New AKS Safe 
Harbor for 
Outcomes -
Based 
Payment 
Arrangements
Cont’d

Outcomes-based payments exclude any payments:

(A) Made directly or indirectly by the following entities:
(1) A pharmaceutical manufacturer, distributor, or wholesaler;
(2) A pharmacy benefit manager;
(3) A laboratory company;
(4) A pharmacy that primarily compounds drugs or primarily dispenses 

compounded drugs;
(5) A manufacturer of a device or medical supply (as defined)

(6) A medical device distributor or wholesaler that is not otherwise a 
manufacturer of a device or medical supply
(7) An entity or individual that sells or rents durable medical equipment, 
prosthetics, orthotics, or supplies covered by a Federal health care program 
(other than a pharmacy or a physician, provider, or other entity that primarily 
furnishes services); or

(B) Related solely to the achievement of internal cost savings for the principal; or

(C) Based solely on patient satisfaction or patient convenience measures

January 1, 2022



Key Impacts of Stark Law Changes in a Nutshell

1. We are learning/need to learn new definitions and rules
• Getting accustomed to rule changes of Jan 2021 & Jan 2022
• Some modifications to methods of analysis needed- e.g., to comply with new definitions 

of the Big Three, to comply with new MPFS rules such as 2022 MPFS rule regarding 
shared visits and split billing 

2. Different scope of analyses for lawyers and valuators than previously
• More requests for standalone analysis of CR, V+V Test
• Requests for FMV and/or CR analysis in new and different contexts such as for 

compensation in Stark Group Practices or to/from labs and life sciences companies

3. Related to #1 and #2, a need to utilize separate rules/ definitions/methods of analysis 
for specific clients or time periods
• Applicable rules may differ according to the type of client and whether reviewing an 

arrangement prospectively or retrospectively – i.e., whether focusing before January 
2021/2022 or after



New Stark Law Final Rule: Fair Market Value

Prior to January 19, 2021 January 19, 2021 and Forward

Defined generally as [t]he value in arm’s-length transactions,

consistent with the general market value. 42 USC §1395nn(h)(3)

There are 3 new definitions of fair market value (general, rental

of equipment, and rental of office space)

Generally defined to mean [t]he value in an arm’s-length 
transaction, consistent with the general market value of the 
subject transaction. 42 CFR §411.351

Re: General Market Value

The price that an asset would bring as the result of a bona fide 
bargaining between well-informed buyers and sellers who are 
not otherwise in a position to generate business for the other 
party, or the compensation that would be included in a service 
agreement as the result of a bona fide bargaining between 
well-informed parties to the agreement who are not otherwise 
in a position to generate business for the other party, on the 
date of acquisition of the asset or at the time of the service 
agreement. Usually…the price at which bona fide sales have
been consummated for assets of like type, quality, and quantity 
in a particular market at the time of acquisition, or the 
compensation that has been included in bona fide service 
agreements with comparable terms at the time of the 
agreement, where the price or compensation has not been 
determined in any manner.

Re: General Market Value

There are 3 definitions of general market value (general, 
rental of equipment and renal of office space)

With respect to compensation for services: the compensation 
that would be paid at the time the parties enter into the
service arrangement as a result of bona fide bargaining
between well informed parties that are not otherwise in a
position to generate business for each other. 85 FR 77658; 42
C.F.R. §411.351



New Stark Law Final Rule: CMS Commentary Accompanying 
New Definition - Fair Market Value

Some of what CMS Said with the New Definitions:

In re FMV/75th Percentile: [W]e decline to establish the rebuttable presumptions and “safe 
harbors” requested…We are uncertain why the commenters believe that it is CMS policy that 
compensation set at or below the 75th percentile in a salary schedule is always appropriate, 
and that compensation set above the 75th percentile is suspect, if not presumed 
inappropriate. The commenters are incorrect that this is CMS policy. 85 FR 77558

In re FMV/ Survey Values: [F]air market value of a transaction—and particularly, 
compensation for physician services—may not always align with published valuation data 
compilations, such as salary surveys. In other words, the rate of compensation set forth in a 
salary survey may not always be identical to the worth of a particular physician’s services… 
[E]xtenuating circumstances may dictate that parties to an arm’s length transaction veer 
from values identified in salary surveys and other valuation data compilations that are not 
specific to the actual parties to the subject transaction… 85 FR 77554 (citing 84 FR 55799)

In re FMV/Who’s Paying: Compensation to or from a physician should not be inflated or 
reduced simply because the entity paying or receiving the compensation values the referrals 
or other business that the physician may generate more than a different potential buyer of 
the items or services. This means that a hospital may not value a physician’s services at a 
higher rate than a private equity investor or another physician practice simply because the 
hospital could bill for designated health services referred by the physician under the OPPS…
85 FR 77554



New Stark Law Final Rule: Commercially Reasonable

Prior to January 19, 2021 January 19, 2021 and Forward

No codified definition, but commonly interpreted to have a 
meaning consistent with 1998 commentary stating that an 
arrangement is commercially reasonable if it is a sensible, 
prudent business agreement, from the perspective of the 
particular parties involved, even in the absence of any potential 
referrals.

Regulations expressly provide that an arrangement is
commercially reasonable if the particular arrangement furthers 
a legitimate business purpose of the parties to the arrangement
and is sensible, considering the characteristics of the parties, 
including size, type, scope and specialty. 42 C.F.R. § 411.351

Re: Profitability

Courts frequently interpret losses as evidence that 
arrangements are not commercially reasonable

Re: Profitability

CMS finalized the language in the 2019 proposed rule that an 
arrangement need not be profitable to be commercially 
reasonable, but explicitly declined to say commercial 
reasonableness is unrelated to profitability:

[W]e are not convinced that the profitability of an
arrangement is completely irrelevant or always unrelated to
a determination of its commercial reasonableness, for
instance, in a case where the parties enter into an
arrangement aware of its certain unprofitability and there
exists no identifiable need or justification – other than to
capture the physician’s referrals – for the arrangement.
85 FR 77534



New Stark Law Final Rule: CMS Commentary Accompanying 
New Definition - Commercially Reasonable

Some of what CMS Said with the New Definition:

In re CR/Profitability: Although we believe that compensation arrangements that do not 
result in profit for one or more of the parties may nonetheless be commercially reasonable, 
we are not convinced that the profitability of an arrangement is completely irrelevant or 
always unrelated to a determination of its commercial reasonableness… 85 FR 77534

In re CR/Violating Other Laws: [C]onduct that violates a criminal law, such as inducing or 
rewarding referrals in violation of the anti-kickback statute, would not be a legitimate 
business purpose for an arrangement… Thus, the arrangement would not be commercially 
reasonable. 85 FR 77533 (citing 84 FR 55791)

In re CR/ Duplicating Other Arrangements: [A]rrangements that, on their face, appear to 
further a legitimate business purpose of the parties may not be commercially reasonable if 
they merely duplicate other facially legitimate arrangements. For example, a hospital may 
enter into an arrangement for the personal services of a physician to oversee its oncology 
department. If the hospital needs only one medical director for the oncology department, but 
later enters into a second arrangement with another physician for oversight of the 
department, the second arrangement merely duplicates the already obtained medical 
directorship services and may not be commercially reasonable. 85 FR 77533 (citing 84 FR
55790)



New Stark Law Final Rule: V+V

Prior to January 19, 2021 January 19, 2021 and Forward

A fixed fair market value payment cannot take into account, or
vary with, referrals of DHS payable by Medicare or Medicaid or
any other business generated by the referring physician. 66 FR
877

Compensation may include the value of DHS referrals made by 
the physician to his or her practice if the DHS referred by the 
selling physician satisfies the requirements of an applicable 
exception, such as the in-office ancillary services exception, and 
the purchase arrangement is not contingent on future referrals. 
66 FR 877

Unit-based compensation will be deemed not to take into 
account the v+v referrals if the compensation is fair market 
value for items or services actually provided and does not vary 
during the course of the compensation arrangement in any 
manner that takes into account referrals or other business 
generated by the referring physician, including private pay 
health care business. 66 FR 876-877

Multiple past FCA cases, including Tuomey (2015) and 
Bookwalter (2019) have involved plaintiffs and/or courts 
construing the volume or value standards against hospitals

[O]nly when the mathematical formula used to calculate the 
amount of the compensation includes referrals or other 
business generated as a variable, and the amount of the
compensation correlates with the number or value of the 
physician’s referrals to or the physician’s generation of other 
business for the entity, is the compensation considered to take 
into account the volume or value of referrals or take into 
account the volume or value of other business generated. 85 FR 
77537

Example: if practice pays a physician 1/5 of a bonus pool that 
includes all collections, including those from DHS referred by 
the physician, the formula used to calculate the physician’s 
bonus is:

(0.2 x value of physician’s DHS referrals)
+ (0.2 x value of the other business generated by the 

physician)
+ (0.2 x the value of services furnished by the entity that

weren’t referred or generated by the physician)

The value of the physician’s referrals to the entity is a variable 
in this formula, as is the value of the other business generated.



New Stark Law Final Rule: CMS Commentary Accompanying 
New Tests/Definition –V+V

Some of what CMS Said with the New Definitions/Test:

In re V+V: We remind parties that arrangements that involve remuneration from an entity to a physician 
(or vice versa) implicate the anti-kickback statute. An arrangement under which a hospital makes a 
payment to a physician in anticipation of future referrals would be suspect under the anti-kickback 
statute. 85 FR 77540

In re V+V:[A] commenter asked whether incentive compensation paid only in the event of the hospital’s 
achievement of overall financial performance goals would take into account the volume or value of a 
particular physician’s compensation. The commenter gave the example of a physician receiving a 15 
percent bonus if the system has a 2 percent margin, and a 20 percent bonus if the system has a 4 percent 
margin…We caution that outcomes based bonuses, as described by the commenter, could fall within the 
circumstances of the special rules at final § 411.354(d)(5) and (6), depending on how they are structured 
and whether referrals to the entity or other business generated by the physician for the entity are 
variables anywhere in the mathematical formula for determining the compensation. Although bonus 
compensation based on “system success” may not include referrals to or other business generated for the 
entity as a variable in many instances, the determination of whether the formula to determine the 
compensation includes such variables must be made on a case-by-case basis. 85 FR 77541-77542
.
In re V+V: …there is a risk of program or patient abuse when a physician will receive no future 
compensation if he or she fails to refer as required. The same is true if the amount of the physician’s 
compensation is tied to the physician’s referral to a particular provider, practitioner, or supplier. To 
address this risk, we are revising § 411.354(d)(4) to include a condition at § 411.354(d)(4)(vi) that neither 
the existence of the compensation arrangement nor the amount of the compensation is contingent on 
the number or value of the physician’s referrals to the particular provider, practitioner, or supplier. This 
condition must be met regardless of whether the physician’s compensation takes into account the volume 
or value of his or her referrals to the entity with which the physician has the compensation arrangement. 
85 FR 77548
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“Top Ten” Physician Compensation Issues of 2021/2022

(In no particular order, and not mutually exclusive)

Top Ten #1

The Big Three Now Versus Pre-COVID-

New Stark Law definitions, new CMS guidance, new market forces and practices, new fee 

schedules, changing demand and delivery models, ongoing/ending waivers and hazard pay 
1

Top Ten #2

Practice/Enterprise Losses and What they Mean for Physician Compensation, including 

whether losses matter for the Big Three before and/or after the new Stark Law and 

Antikickback Statute Final Rules and COVID financial changes

2

Top Ten #3 Value-Based Compensation, how to structure it, how to implement it, when and on what 

basis the Big Three are necessary and/or relevant, lessons and pitfalls of 2021/2022 
3

Top Ten #4
Recruitment and Retention Incentives – As the COVID public health emergency continues 

and/or comes to an end, how much is reasonable, to whom, for how long, and what if any 

effect is the effect is there on compliance with Big Three under the new definitions

4

Top Ten #5

Funded Consulting/Life Sciences Relationships, including, speaker, Medical Director/Thought 

Leader services and clinical research services; issues include identifying the danger zones for a 

commercially reasonable and FMV payment arrangement in the current market and 

enforcement environment given the applicability and inapplicability of the new Stark and AKS 

Final Rules

5



“Top Ten” Physician Compensation Issues of 2021/2022

(In no particular order, and not mutually exclusive)

Top Ten #6

Physician Compensation in Coordinated and Collaborative Care Delivery Models, including in 

the context of joint ventures, Stark Law Group Practices, CINs, ACOs, integrated delivery 

models, compensation pooling and percent allocation arrangements

06

Top Ten #7
Compensation Stacking – When and to what extent does it matter for the Big Three after the 

new Stark and AKS Final Rules and during and/or after COVID 
07

Top Ten #8

Rural or Rockstar Physicians - How you identify and determine fair market value 

compensation and a commercially reasonable arrangement for these physicians, given the 

needs in the current market and the limelight in the new Stark Final Rule?

08

Top Ten #9

Data, Including Compensation Survey Data, Quality/Outcomes Data and Other Clinical Data –

What it can tell us (and what it can’t)  in 2022 and beyond, given the data source, COVID-

effects, new Physician Fee Schedule rules, inflation, changing markets, and the new Stark and 

AKS Final Rules

09

Top Ten #10

Structuring Employed Physician Compensation after new Stark and AKS Final Rules, 2021 and 

2022 Physician Fee Schedule Final Rules, and the market changes of the COVID era. 

Discussion includes appropriate structure and criteria of bonuses and incentives and 

appropriate productivity measures.

10



“Top Ten” Physician Compensation Issues of 2021/2022

(In no particular order, and not mutually exclusive)

Bonus #1
DEI and Compensation Parity, including their role in compliance with labor and non-

discrimination laws, as well as population health/health equity and ESG concerns
11

Bonus #2
Planning for Future Public/Population Health – Given emphasis in new rulemaking and the 

need for economic viability and sustainability for the future12

13 Bonus #3

Federal and State Antitrust Enforcement Trends – Including poaching/no poaching and wage 

fixing concerns, as well as HSR merger filings

14 Bonus #4

The Tax Man (State and Federal) – New Stark Law Definitions of the Big Three are not 

applicable for state and Federal tax laws and rules and recent case law provides reason for 

concern about payment structure and amount

Bonus #515

Evolving State Law, with varying alignment and divergence to Stark and AKS rules and other 

aspects of Medicare Fraud and Abuse Laws- consider scope of practice rules, billing rules, 

fee splitting rules under state law
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For purposes of analyzing physician compensation, are the new Stark 
Law definitions and exceptions retroactive for arrangements & 
agreements existing before January 19, 2021?

1

Summary Thoughts

Clarifications
(e.g., shadow referrals not V+V)

Probably yes

Entirely New Definitions
(e.g., commercially reasonable)

Probably yes

Replacement Definitions 
(e.g., FMV)

Probably no

New Rules/Tests 
(e.g., V+V standard)

Probably no

HINT: "On and after the effective date of this final rule, the special rules at § 411.354(d)(2) and (3) will be either 
unnecessary or inapplicable…However, it is important to preserve the regulations at § 411.354(d)(2) and (3) to assist 
parties, CMS, and law enforcement in applying the historical policies in effect at the time of the existence of the 
compensation arrangement being analyzed for compliance with the physician self-referral law."

New Stark Exceptions (e.g., Value Based) No

2022 Developments and Consideration(s): 
• 2021/2022 FCA cases: generally focus on retrospective questions and use pre-2021 precedents
• U.S. ex rel Brouse v. Akron General  – indication that allegations re practice losses still a concern
• U.S. ex rel Bookwalter v. UPMC  - indication that arrangements based on shadow referrals still suspect



For purposes of planning physician compensation, what are the
key takeaways of the new Stark Law and AKS definitions and
exceptions?

2

Summary Thoughts

Fair Market Value/General Market Value • ”Of the subject transaction”
• Specific context/details matter and are determinative

Commercially Reasonable • “Legitimate business purpose”
• “Sensible, taking into account size, type, scope and

specialty”
• Specific context/details matter and are determinative
• Consider COVID effects, financial status of the parties, goals that may

be or are being accomplished

Takes Into Account V+V • Bright line algebraic tests (2 separate tests – comp to v. from physician)

• Shadow referrals do not fail Stark tests, but AKS scrutiny and other
factors are still a concern

• The new V+V tests are specific and exclusive to Stark

Decoupling of the Big Three • If each is required, each must be evaluated separately

New Exceptions • Multiple parts to compliance:
• Meet the definitions
• Meet all the requirements for the exception

• Comply separately with the AKS and other laws

2022 Developments and Consideration(s): 
• No court review/interpretations of new definitions and exceptions to date
• Still TBD what constitutes sufficient/appropriate documentation of: “legitimate business purpose”, “sensible, taking 

into consideration size, type scope and specialty,” and the V+V tests



Given the new definition and requirements for arrangements to be 
commercially reasonable and comply with the V+V test, who 
determines if an arrangement is commercially reasonable and how?

3

Summary Thoughts

Who determines? • Valuation firm – has access to and in-depth knowledge of other 
arrangements and practices in the marketplace and their reasonableness 
from a financial perspective

• Counsel – understands the regulatory risks

• Counsel and valuation firm together – can work in tandem to ensure all 
bases are covered

• Ruling court?

How determined? • Consider Stark Law definition of commercially reasonable and the specific 
elements of it

• Consider evolving circumstances with COVID
• Consider risk under AKS and other laws, which are separate from

Stark

• CMS commentary: an arrangement is not likely to be commercially 
reasonable if it is illegal/violates the law

2022 Developments and Consideration(s):  
• Evolving environment = ensuring compliance may require varying expertise, legal and financial knowledge. 
• Various types of professionals may be appropriate or necessary for evaluating the elements of commercial 

reasonableness depending on specific facts and circumstances, type of arrangement and the evolution of the 
market  -Example: specific types of gainsharing may warrant expert consideration based on CMPLs, state law, 
evolving market conditions and statistical principles (if COVID has affected sample size or case mix)



Should existing “safe harbor” policies for physician compensation be
revisited and/or abolished given (for example and not limitation) the
CMS commentary declining a rebuttable presumption and safe harbor
based on 75th percentile and below survey benchmarks?

4

Summary Thoughts

Fair Market Value/General Market Value • Probably yes
• Evolving market

Commercially Reasonable • Yes

• Does the arrangement (still) serve a legitimate business 
purpose and meet the definition of sensible in the evolving
circumstances?

In General • Probably
• Stark is only one concern and in some cases a relatively 

minor one
• Compensation disparities/inequitable outcomes may be

a concern for a variety of reasons in the current climate 
and poorly executed incentives could lead to major 
legal/regulatory/PR/other issues

2022 Developments and Consideration(s):  
• Evolving enforcement trends, including criminal and civil, Federal and state, and use of enforcement tools other 

than Stark and AKS – e.g. Travel Act, criminal and civil antitrust enforcement, labor laws
• Consider if policies accommodate evolving law, market forces, and business trends, including those associated 

with changing modes of care delivery and new/changing regulations in Medicare PFS (2021 and 2022 MPFS)
• Compensation disparities/inequitable outcomes may be a concern for a variety of reasons in the current climate 

⤍ poorly planned or executed compensation practices could lead to significant legal/regulatory/ PR or other 
issues



What are the implications of the new rules for Stark Law
”Group Practices” on physician compensation in 2022 and 
beyond?

5

Summary Thoughts

• After January 1, 2022, no more “split pools” or varying allocation formulas within pods

• Allocation and amounts of profits that may be paid to physicians in group practices may change (in hospital 
and independent groups)

• VBE distributions may be based on profits, not revenues

• New rules for directed referrals

• Exception for IOAS is complicated and nuanced – substantial caution

2022 Developments and Consideration(s): 
• Combined effect with value-based payment trends and private equity investment
• Distinct trends for groups providing hospital-based services- anesthesiology, hospitalist, etc. -and for those 

participating in collaborative care ventures such as CINs
• Intersection of this question with those surrounding usefulness and applicability of physician compensation and 

productivity survey data ⤍ E.g. Do you need to/should you consider survey benchmarks and, if so, which ones?



What are the key questions for planning value-based 
compensation arrangements going forward (specifically, in the 
context of the new Stark Law exceptions and AKS safe harbors 
for value-based arrangements)?

6

Summary Thoughts/Key Questions

• Do all the details match all the VBE definitions?

• Will the arrangement continuously comply with all the requirements for the applicable Stark Law exception 
and/or AKS safe harbor, including the requirements for defining and tracking outcomes?

• General VBE exception requires monitoring of: (1) whether the parties have furnished the value-based
activities required under the arrangement; (2) whether and how continuation of the value-based activities is
expected to further the value-based purpose(s) of the value-based enterprise; and (3) progress toward
attainment of the outcome measure(s), if any, against which the recipient of the remuneration is assessed.

• For the general VBE, is the arrangement commercially reasonable by the new definition of 
commercially reasonable?

• Can you appropriately stack compensation under a VBE with compensation that is not under a VBE?

• Are there concerns under AKS, CMP law, and/or other Federal and/or state laws (taking into consideration that
AKS safe harbors do not match Stark Law exceptions)?

2022 Developments and Consideration(s): 
• Varying issues depending on VBE type (e.g. single PSA for hospital-based services v. distribution plan for CIN v. 

other structure)
• Interaction with general trends in healthcare transformation and attention to addressing unmet needs, 

improving health equity and ensuring “smart” utilization of healthcare data
• Evolving state law that may be different from Federal law, particularly around coordinated care using non-

physician providers



The 2021/2022 MPFS, COVID-19 and the new Stark and AKS rules regarding
value- based arrangements may all contribute to significant changes in
productivity measures. What does this mean for compensation planning and 
review going forward?

7

Summary Thoughts

Need to consider the historical and currently feasible productivity measure – 2020, 2021 and 2022 wRVUs, hours, or some
other measure

Make appropriate adjustments to account for fee schedule changes, COVID, hazard pay and duties, etc.

Incorporate value-based compensation as appropriate and feasible given uncertainties and risk tolerance in current 
environment and financial position

Give appropriate consideration for compensation methodology – devil can be in the details

2022 Developments and Consideration(s): 
• CY 2021 & 2022 MPFS rules significantly changed wRVU assignments for certain CPT Codes and affected 

conversion rates
• Appropriate crediting of wRVUs and other productivity measures continues to be a theme in enforcement actions, 

FCA cases 
• Survey values may not be a reasonable and reliable method for determining FMV, CR in some cases going 

forward, given COVID effects, MPFS adjustments and other factors
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