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HHS Regulatory Sprint To Coordinated Care
Sprint launched in 2018 – Reduce Regulatory barriers and
accelerate transformation of the healthcare system into one
that better pays for value and promotes care coordination

CMS issued Request for Information regarding Stark
• 375 Public Comments

OIG issued Request for Information regarding AKS and
Civil Money Penalty Law
• 359 Public Comments

October 17, 2019, CMS and OIG issue Sprint Regs
• Comments due December 31, 2019
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Removing the Barriers?
Fraud & Abuse
laws viewed as a
barrier to
innovative care
coordination
arrangements

Stark and AKS
were designed to
control
overutilization in
a volume based
fee for service
environment
• Goal was to isolate
the financial
considerations from
treatment decisions
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New value based
care models and
care coordination
efforts in general
are promoted by
alignment of
financial interests
and treatment
decisions

The challenge for
the government–
Adapt the old
laws to the new
value based
models
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Sprint Proposals: Value Based

▪ Proposed Sprint regulations focus on “Value Based
Enterprises”
▪ New Stark exceptions
▪ New AKS safe harbors
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Sprint Proposals: Value Based
▪ Basics: 2 or more VBE participants that
▪ Collaborate to achieve a “value-based purpose”
▪ Includes coordinating and managing care, improving quality, appropriately reducing costs or growth
in expenditures of payors without reducing quality, or transitioning from health care delivery and
payment based on the volume of items and services provided to mechanisms based on the quality
of care and control of costs of care

▪ By participation in value based activities in a valued based arrangement
▪ Relating to a target patient population
▪ Using an accountable body or person responsible for oversight, and who have
▪ Governing documents that describe the VBE and how the VBE participants intend to achieve
its value based purpose(s)
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Value Based Exceptions/Safe Harbors
▪ Proposed AKS Safe Harbors
▪ Full Financial Risk
▪ Substantial downside financial risk
▪ Care coordination arrangements (limited to in kind
remuneration)

▪ Proposed Stark Exceptions
▪ Full Financial Risk
▪ Meaningful downside financial risk to physician
▪ Value based arrangements

▪ The less risk the parties assume the more
regulatory safeguards
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Value Based Proposals
▪ A number of questions about how to apply the definitions
▪ Value base purpose?
▪ Value based activity?
▪ Need more examples in the Commentary

▪ Risk requirements significant
▪ Note distinctions between Stark Exceptions and AKS Safe
Harbors

▪ In general, easier to qualify for Stark value based
exceptions than AKS Safe Harbors
▪ Comfortable being uncomfortable . . .

▪ Comments due 12/31– Rules may well evolve
▪ Final regulations in 2020 or 2021??
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Patient Engagement & Personal Services Safe Harbor
Patient Engagement Safe Harbor
(NEW)

Personal Services and Management
Contracts Safe Harbor (Modify
Existing)

• Provision of tools and support
services to patients to improve
quality, health outcomes and
efficiency
• Limited to in kind items or services
that have a direct connection to
management of care
• Must be offered by VBE participant
• Limited to $500 in the aggregate per
year (absent financial need)

• Revise to eliminate the need to set
aggregate compensation in
advance
• Eliminate requirement in part time
arrangements to provide specifics at
the on set of the arrangement
• New provision to protect outcomes
based payments –
• Does not include internal cost
savings
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EMR Donation and Cybersecurity
CMS and OIG proposed
to eliminate the sunset
provision for the EMR
Donation Stark
Exception and AKS Safe
Harbor

Solicit comments on
eliminating (or reducing)
the requirement that the
physician pay 15% of
donor’s cost

DWT.COM

Revise exception/safe
harbor to align with 21st
Century Cures Act
• Definition of interoperable
• Revise data lock in provision
to prohibit data blocking

Permit donation of
replacement EMR
technology

Donation of
Cybersecurity software
and support specifically
addressed
• No physician contribution
required
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Stark Proposals: The Big 3
▪ CMS proposes to revise definitions of
▪ Fair Market Value
▪ Volume or Value
▪ Commercial Reasonableness

▪ Commercial Reasonableness
▪ First attempt to define
▪ States specifically that an arrangement can be
commercially reasonable even if it does not result in a
profit for one or more of the parties
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Fair Market Value
▪ New definition– separates the volume or value
standard from FMV
▪ Value in an arm’s length transaction with like parties
under like circumstances
▪ Consistent with the General Market Value of the
subject transaction
▪ General market value is equivalent to the price that would
result from bona fide bargaining between the parties on
the date of the transaction is entered into

▪ Special FMV definitions for rental of equipment and
rental of property
DWT.COM
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Volume or Value
▪ Striving for a bright line test
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Volume or Value

DWT.COM

Similar formula approach
for volume or value of
referrals or volume or
value of other business
generated

• Note other business generated
means the other business
generated by the physician for the
entity

Commentary specifically
rejects one of the findings
of the 4th Circuit Toumey :

• payments based on personally
performed services do not run afoul
the volume or value of referrals
prohibition simply because the
performance of the service will also
generate a hospital facility charge
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Fixing Mistakes
The Commentary includes an important clarification on the ability of parties to an
arrangement to cure an oversight or error during the term of the arrangement
CMS presented the hypothetical of an inadvertent underpayment – contract states
physician is to be paid $150 per hour but due to a oversight he is paid $140 per hour

CMS stated it “was never our intent” to have these types of errors trigger the Stark
prohibitions
Parties can cure during the term

HOWEVER, if the arrangement ends the parties cannot “unring” the bell
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Writing Requirement, DHS & Payments by Physician
▪ CMS proposes to give parties a 90 day grace period
to satisfy the writing requirement
▪ Very Similar to the alternative means of compliance with
signature requirement

▪ Definition of DHS proposed to be narrowed to exclude
services for a Medicare inpatient if the item or service
requested does not affect the amount of the hospital
payment
▪ Payments by Physician Exception
▪ Historically CMS has narrowly construed– not available if
any other exception applies
▪ Proposal is that exception available unless a statutory
exception applies
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Isolated Transactions, Period of Disallowance
▪ Isolated Transaction Exception – proposed modification to exclude “a single
payment for multiple or repeated services”
▪ Agency wants to narrow the exception –not permit its use to retroactively cure
noncompliance

▪ Removal of Period of Disallowance Rules, which currently state that an
arrangement ends when all excess compensation is refunded
▪ Proposal – parties determine when a prohibited financial relationship ends on a case by
case basis

DWT.COM

16

Proposed Exception Z
▪ CMS proposes to create a new exception for limited remuneration to
physicians
▪ No more than $3500 per calendar year in the aggregate
▪ Must be FMV, not based on Volume or Value and Commercially Reasonable

▪ HOWEVER– do not need a writing or signatures and compensation does not
have to be set in advance

▪ Exception Z may be used to protect an arrangement that fails to qualify for
another exception for a portion of the contemplated term
▪ For example, arrangement that fails to satisfy the FMV arrangement exception
because it was not reduced to writing during first few months or the parties’
signatures were not secured within 90 days
▪ Use Exception Z for first few months then put documentation in place so that
arrangement qualifies under another exception
DWT.COM
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Sprint Regulations: EHR and
Cybersecurity Proposals
By Caitlin Forsyth, Adam H. Greene, and
Gavin Keene
10.28.19

Consistent with the Administration’s broader effort to reduce regulatory
burdens within the healthcare industry, the Sprint Regulations include
proposals designed to remove barriers to the widespread adoption of
cybersecurity technology. The proposals reflect a prescient recognition that
any system-wide evolution toward integration cannot occur without
investments in what OIG calls “cybersecurity hygiene.”
To that end, CMS and OIG have offered (i) proposed modifications to the
existing anti-kickback statute (AKS) safe harbor and Stark Law exception for
the donation of electronic health records (EHR) technology and services, and
(ii) a proposed new Stark exception and AKS safe harbor for the donation of
cybersecurity technology and related services.
These proposals are described in more detail below.
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1. Stark EHR Donation Exception (42 C.F.R. §
411.357(w)) and AKS Safe Harbor (42 C.F.R. §
1001.952(y))
In August 2006, CMS and OIG finalized a Stark exception and an AKS safe
harbor for certain arrangements involving the donation of interoperable
electronic health record (EHR) software or information technology and training
services. The initial EHR donation exception and safe harbor were scheduled
to expire on December 31, 2013.
In December 2013, CMS and OIG published final rules extending the expiration
dates to December 31, 2021, excluding laboratories, and updating the
provision under which EHR software is deemed interoperable (the “Deeming
Provision”).
CMS and OIG now propose parallel updates to this exception and safe harbor,
reinterpreting concepts around interoperability and data lock-in, clarifying that
donations of certain cybersecurity software and services are permitted,
removing the sunset provision, and modifying the definitions of “electronic
health record” and “interoperable.”
Interoperability
Under the Deeming Provision, software is currently deemed to be
interoperable if on the date it is provided to the physician it has been certified
by a certifying body to an edition of the EHR certification criteria identified in
the then-applicable version of 45 CFR part 170. CMS and OIG propose two
textual clarifications:
• First, the agencies propose to modify the language to clarify that the
certification must be current as of the date of the donation, as
opposed to the software having been certified at some point in the
past but no longer maintaining certification on the date of the
donation.
• Second, they propose to remove the reference to “an edition” of the
EHR certification criteria to align with proposed changes to the ONC’s
certification program.
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The current version of the exception and safe harbor prohibits the donor (or
any person on the donor’s behalf) from taking any action to limit or restrict the
use, compatibility, or interoperability of the items or services with other
electronic prescribing or EHR systems. Since the publication of CMS’s and
OIG’s final rules, significant federal government action, including through
amendment of the Public Health Service Act (PHSA), has defined conduct that
would be characterized as “information blocking.”
Thus, CMS proposes modifications to prohibit the donor (or any person on the
donor’s behalf) from engaging in a practice constituting information blocking,
as defined in section 3022 of the PHSA. OIG takes a slightly different
approach, proposing modifications to the safe harbor to prohibit the donor
from engaging in a practice constituting information blocking, as defined in 45
CFR Part 171.
Cybersecurity
CMS and OIG also propose an amendment to the EHR exception and safe
harbor to clarify that protection is available (and always has been available) for
certain cybersecurity software and services.
While the agencies are also proposing a new exception and safe harbor
specifically to protect arrangements involving the donation of cybersecurity
technology and related services (the “cybersecurity exception”), discussed
below, the expansion of the EHR exception and safe harbor to expressly
include certain cybersecurity software and services is intended to make it
clear that an entity donating EHR software may also donate related
cybersecurity software and services to protect the EHR.
Sunset Provision
The Sprint Regulations propose to eliminate or, in the alternative, extend the
sunset provisions in the Stark exception and the AKS safe harbor.
Definitions
CMS proposes to update the definition of “interoperable” to align with the
statutory definition of “interoperability” added by the 21st Century Cures Act
(“Cures Act”) to section 3000(9) of the PHSA. CMS proposes to define
“interoperable” to mean:
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(i) Able to securely exchange data with and use data from other health
information technology without special effort on the part of the user;
(ii) Allows for complete access, exchange, and use of all electronically
accessible health information for authorized use under applicable
State or Federal law; and
(iii) Does not constitute information blocking as defined in section
3022 of the PHSA.
OIG proposes an identical update to the definition of “interoperable,” except it
refers to the definition of information blocking in 45 CFR Part 171 rather than
Section 3022 of the PHSA.
Additional Proposals and Considerations
Currently, the EHR exception requires the physician to pay 15 percent of the
donor’s cost of the technology. Responding to comments indicating that the
15 percent contribution has proven burdensome to some recipients and acts
as a barrier to the adoption of EHR technology, CMS and OIG are soliciting
comments on two alternatives.
First, the agencies are considering eliminating or reducing the percentage
contribution required for small or rural physician organizations. In the
alternative, the agencies are considering reducing or eliminating the 15
percent contribution requirement for all physician recipients.
CMS and OIG are also proposing to permit donations of replacement
technology. This proposal responds to concerns that the current prohibition
on donations of equivalent technology locks physician practices into a vendor,
even if they are dissatisfied with the technology. In effect the recipient must
choose between paying full cost for a new “replacement” system or
continuing to pay 15 percent of the cost of upgrades or additions to their
current system.

2. Donations of Cybersecurity Technology
and Services: Proposed Stark Exception (42
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C.F.R. § 411.357(bb)) and AKS Safe Harbor (42
C.F.R. § 1001.952(jj))
CMS and OIG both propose to protect the donation of certain cybersecurity
technology and related services. The Stark exception and AKS safe harbor are
substantially similar.
CMS and OIG acknowledge prevalence of cyberattacks, the dramatic increase
in the cost of cybersecurity technology and the failure of many providers to
invest in cybersecurity measures. Further, the Sprint Regulations commentary
notes that one of the key motivators for donors to provide cybersecurity
technology and related services is to protect themselves (the donors) from
cyberattacks.
The risks associated with a cyberattack on a single provider or supplier in an
interconnected system are ultimately borne by every player in the system, so
any hospital or other entity wishing to protect itself from cyberattacks has a
vested interest in ensuring that the physicians with whom the entity shares
data are also protected.
Under the new exception and safe harbor, donations of cybersecurity
technology and related services would be protected if all of the following
conditions are met (conditions unique to each law are designated as such):
1. The technology and services are necessary and used predominantly to
implement, maintain, or reestablish cybersecurity.
2. (Stark) Neither the eligibility of a physician for the technology or
services nor the amount or nature of the technology or services is
determined in any manner that directly takes into account the volume
or value of referrals or other business generated between the parties.
(AKS) The donor does not:
i. Directly take into account the volume or value of referrals or
other business generated between the parties when
determining the eligibility of a potential recipient for the
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technology or services, or the amount or nature of the
technology or services to be donated; or
ii. Condition the donation of technology or services or the
amount or nature of the technology or services to be donated
on future referrals.
3. Neither the physician nor the physician’s practice (including
employees and staff members) makes the receipt of technology or
services or the amount or nature of the technology or services a
condition of doing business with the donor.
4. The arrangement is documented in writing.
i. (AKS) The writing is (i) signed by the parties and (ii) describes
the technology and services being provided and the amount
of the recipient’s contribution, if any.
5. (AKS) The donor does not shift the costs of the technology or services
to any federal healthcare program.
Definition of Cybersecurity
The Sprint Regulations define cybersecurity broadly, deriving the definition
from the National Institute for Standards and Technology (NIST) Framework for
Improving Critical Infrastructure. Under the Stark exception and AKS safe
harbor, Cybersecurity will mean “the process of protecting information by
preventing, detecting, and responding to cyberattacks.”
Definition of Technology
The Sprint Regulations broadly define technology to include cybersecurity
software and other IT, such as an Application Programming Interface (API)
which is neither software nor a service as those terms are generally used.
Importantly, the definition of technology excludes hardware, given the
agencies’ concern that donations of valuable, multifunctional hardware poses
a higher risk than software of constituting a disguised payment for referrals.
However, both agencies are soliciting comment on whether certain types of
hardware should be permitted.
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Conditions on Donation and Protected Donors
The donated technology and services must be necessary and used
predominantly to implement, maintain, or reestablish cybersecurity. CMS and
OIG, however, are taking a neutral position with respect to the types of
technology and services covered by the exception and safe harbor, offering a
non-exhaustive list of examples.
The types of technology potentially protected under the proposed exception
include software that provides malware prevention, software security
measures to protect endpoints that allow for network access control, business
continuity software, data protection and encryption, and email traffic filtering.
CMS and OIG also proposes to protect a broad range of services, including:
• Services associated with developing, installing, and updating
cybersecurity software;
• Cybersecurity training services, such as training recipients on how to
use the cybersecurity technology, how to prevent, detect, and
respond to cyber threats, and how to troubleshoot problems with the
cybersecurity technology (for example, “help desk” services specific
to cybersecurity);
• Cybersecurity services for business continuity and data recovery
services to ensure the recipient’s operations can continue during and
after a cybersecurity attack;
• “Cybersecurity as a service” models that rely on a third-party service
provider to manage, monitor, or operate cybersecurity of a recipient;
• Services associated with performing a cybersecurity risk assessment
or analysis, vulnerability analysis, or penetration test; and
• Services associated with sharing information about known
cyberthreats, and assisting recipients responding to threats or attacks
on their systems.
The exception would not protect donations of technology and services that
are otherwise used in the normal course of the recipient’s business (e.g.,
general help desk services). In all cases, donations must be nonmonetary.
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CMS and OIG are seeking comment on whether certain arrangements should
be deemed to satisfy the requirement that the technology or services be
necessary to implement, maintain, or reestablish cybersecurity. The deeming
provision would not affect the requirement that the technology or services be
used predominantly to implement, maintain, or reestablish cybersecurity.
Parties would have to show on a case-by-case basis that this requirement is
met.
No Recipient Contribution
CMS and OIG are not proposing to require recipients to contribute any portion
or percentage of the cost of the cybersecurity technology or related services.
Written Documentation
The Sprint Regulations require written documentation of the donation
arrangement identifying the recipient of the donation and including a general
description of the cybersecurity technology and related services, the
timeframe of donations, a reasonable estimate of the value, and, if applicable,
any financial responsibility for the cost of the cybersecurity technology and
related services.
CMS’s proposed exception does not require the parties to document the
arrangement in a signed contract, but notably OIG’s safe harbor does impose
this requirement.
Alternative Proposal
CMS solicits comments on an alternative approach that would allow the
donation of cybersecurity hardware. Under this alternative proposal, a
protected donation could also include cybersecurity hardware if both the
donor and the recipient undertake cybersecurity risk assessments that support
the donation of the hardware as a reasonable means to address an identified
risk or threat.
Both risk assessments must be conducted in a manner consistent with industry
standards.
Takeaways
• The Sprint Regulations include meaningful proposals to reduce the
compliance burden associated with the adoption and donation of
cybersecurity. The proposals include expanding the existing Stark
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exception and AKS safe harbor for EHR donations, creating a new
Stark exception and AKS safe harbor for donations of cybersecurity
technology, and harmonizing the fraud and abuse laws with existing
laws governing technology (e.g., the PHSA and the Cures Act).
• If the Sprint Regulations are finalized, healthcare entities should be
able to take comfort in offering cybersecurity software to physicians
within the confines of the new rules. CMS and OIG recognize the value
to all parties of the widespread adoption of cybersecurity and, within
limits, are less concerned about improper financial incentives in
cybersecurity donation arrangements.
• Comments on the Sprint Regulations must be submitted by December
31, 2019. CMS and OIG signal throughout the proposed rules that they
welcome stakeholder feedback to ensure that the rulemaking is both
effective and practical.
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The Other Half of the Stark
Sprint Regulations Valuable (but Not ValueBased) Proposals
By Robert G. Homchick and Renee Howard
10.28.19

The Sprint Regulations’ value-based exceptions and related amendments have
attracted much well-deserved attention. However, value-based matters aside,
the Sprint Regulations portend significant positive changes to the Stark Law.
CMS would re-define key terms, clarify volume or value and commercially
reasonable, create new exceptions, streamline existing exceptions and breathe
new life into exceptions previously left for dead. The proposals reflect a more
mature assessment by the agency of the scope and purpose of the Stark Law.
With the benefit of almost three decades of rulemaking, hundreds of
submissions under the Self-Referral Disclosure Protocol and the growing body
of often troubling Stark case law, CMS revisits a number of assumptions and
offers new solutions in an admirable attempt to bring some measure of reason
and common sense to a deeply flawed statute.

https://www.dwt.com/insights/2019/10/sprint-regulations-stark-law-changes

12/3/2019

The Other Half of the Stark Sprint Regulations - Valuable (but Not Value-Based) Proposa... Page 2 of 15

Unfortunately, the agency’s ability to solve the “Stark problem” is limited. The
breadth and complexity of the statute virtually ensures that its parameters will
remain incomprehensible – a gift for lawyers and a curse for the rest of the
world. Only Congress can fix it.
The key modifications CMS proposes in the Sprint Regulations are summarized
below. Comments on the proposed regulations are due by December 31, 2019.

The Definitions
Fair Market Value
CMS carefully assesses the definition of “fair market value” and reaches two
important conclusions:
• First, the fair market value requirement should be separate and distinct
from the “volume and value of referrals” and “other business
generated” standards.
• Second, the term “general market value” as used in the Stark Law
should not vary from generally accepted principles in the valuation
community.
Consequently, the proposed definition of fair market value eliminates the
references to bona fide bargaining between parties who are not otherwise in a
position to generate business for each other, and to bona fide service
agreements where the compensation has not been determined in any manner
that takes into account the volume or value of anticipated or actual referrals.
As proposed:
• “Fair market value” means “the value in arm’s-length transactions with
like parties and under like circumstances, of like assets or services,
consistent with the general market value of the subject transaction.”
• “General market value” is defined as “the price that assets or services
would bring as the result of bona fide bargaining between the buyer
and seller in the subject transaction on the date of acquisition of the
asset or at the time the parties enter into the service arrangement.”
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CMS also proposes separate definitions of fair market value for rental of office
space and rental of equipment.
• Fair market value for rental of equipment still refers to the value of
rental property for general commercial purposes not taking into
account its intended use;
• Fair market value for rental of office space still includes the condition
that the value is not adjusted to reflect the additional value the
prospective lessee or lessor would attribute to the proximity or
convenience to the lessor where the lessor is a potential source of
patient referrals to the lessee.
Volume or Value of Referrals
Many Stark exceptions require that compensation not take into account the
“volume or value of referrals” or “other business generated” between the
parties. Historically, CMS has offered little guidance regarding the application
of the volume or value standard.
In the Sprint Regulations, the agency proposes an “objective test” to serve as a
“bright line” that “defines exactly when compensation will be considered to
take into account the volume or value of referrals or other business generated
between the parties.” While categorized as special rules on compensation, the
proposed clarifying language appears to more akin to a definition, based on
CMS’s commentary:
If the methodology used to determine the physician’s compensation or the
payment from the physician does not fall squarely within the defined
circumstances, the compensation would not take into account the volume or
value of the physician’s referrals or the other business generated by the
physician, as appropriate, for purposes of applying the exceptions to the
physician self-referral law.1
The proposed special rule on compensation states that compensation from an
entity furnishing designated health services (DHS) to a physician takes into
account the volume or value of referrals (or other business generated) only if
one of the following applies:

https://www.dwt.com/insights/2019/10/sprint-regulations-stark-law-changes

12/3/2019

The Other Half of the Stark Sprint Regulations - Valuable (but Not Value-Based) Proposa... Page 4 of 15

• The formula used to calculate the physician’s compensation includes
the physician’s referrals to (or other business generated for) the entity
as a variable, resulting in an increase or decrease in the physician’s
compensation that positively correlates with the number or value of
the physician’s referrals to (or generation of other business for) the
entity.
An example of such a formula is the following: a physician is paid a
percentage of collections that includes amounts collected for DHS
that the physician ordered but did not personally perform.
• There is a predetermined direct correlation between the physician’s
prior referrals to (or other business previously generated for) the entity
and the prospective rate of compensation to be paid over the entire
duration of the arrangement for which the compensation is
determined.
This would apply to fixed rate compensation (such as a fixed annual
salary or an unvarying per-unit rate of compensation) where there is a
“predetermined, direct and meaningful ‘if X, then Y’ correlation
between the volume or value of the physician’s prior referrals (or other
business previously generated) and the prospective rate of
compensation to be paid over the relevant period.”
In this connection, the agency notes that “[m]erely hoping for or even
anticipating future referrals or other business is not enough to show that
compensation is determined in a manner that takes into account the volume
or value of referrals or other business generated by the physician for the
2

entity.”

• For purposes of this section, a positive correlation between two
variables exists when one variable decreases as the other variable
decreases, or one variable increases as the other variable increases.
With respect to arrangements where the physician is compensating the entity
furnishing DHS, the converse applies: compensation from the physician takes
into account the volume or value of referrals only if:
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• The formula used to calculate the compensation includes the
physician’s referrals to (or other business generated for) the entity as a
variable, resulting in an increase or decrease in the compensation that
negatively correlates3 with the number or value of the physician’s
referrals to (or generation of other business for) the entity; or
• There is a predetermined direct correlation between the physician’s
prior referrals to (or other business previously generated for) the entity
and the prospective rate of compensation to be paid over the entire
duration of the arrangement for which the compensation is
determined.
In response to concerns raised about the interpretation of the volume or value
standards in cases such as United States ex rel. Drakeford v. Tuomey Healthcare
System, Inc. and U.S. ex rel Bookwalter v. UPMC, CMS also clarified that a
physician’s compensation does not take into account the volume or value of
referrals or other business generated solely because corresponding hospital
services are billed each time the physician personally performs a service.
This clarification may provide some comfort for productivity-based
compensation arrangements between hospitals and physicians where the
physicians personally perform surgeries or procedures at the hospital.
While CMS requests comments on the proposed special rule, it also notes that
its commentary should “supersede” prior guidance.4 This suggests that the
agency’s statements can be immediately relied upon as a clarification of its
interpretation of the volume or value standard.
Commercially Reasonable
Despite being a required element in several Stark exceptions, the term
“commercial reasonableness” until now has never been defined by CMS. The
Sprint Regulations address that deficiency. CMS proposes to define the term
to mean “that the particular arrangement furthers a legitimate business
purpose of the parties and is on similar terms and conditions as like
arrangements.”
CMS adds that “[a]n arrangement may be commercially reasonable even if it
does not result in profit for one or more of the parties.” There are two issues of
note:
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• First, this definition does not require that there be a business purpose
unrelated to the volume or value of referrals. However, certain
exceptions (such as the bona fide employment exception) specifically
require that the arrangement must be commercially reasonable even
in the absence of referrals.
The agency does not propose to modify those exceptions to remove
the reference to referrals.
• Second, the proposed definition specifically acknowledges that
profitability is not the touchstone for commercial reasonableness. In
several False Claims Act cases the government and on occasion the
courts have suggested that any arrangement that involves a financial
loss is not commercially reasonable.
The agency rejects this position, stating: “We wish to clarify that
compensation arrangements that do not result in profit for one or
more of the parties may nonetheless be commercially
reasonable.”5 CMS’s proposed definition appropriately permits
consideration of a range of factors, including an entity’s charitable
mission, in the determination of commercial reasonableness.
Designated Health Services
The Sprint Regulations propose to exclude from the definition of DHS hospital
inpatient services “if the furnishing of the service does not affect the amount
of Medicare’s payment to the hospital under the Acute Care Hospital Inpatient
Prospective Payment System (IPPS).”
To illustrate, if a physician who is a party to a noncompliant financial
arrangement with a hospital serves as a consultant for a hospital inpatient and
orders diagnostic tests, but that service does not affect the DRG determining
the payment to the hospital, then Medicare payments for that hospital
inpatient stay would not be subject to the Stark billing prohibition.
This is a significant change that aligns the definition of DHS more closely with
the purpose of the statute and reduces the scope of the referral and billing
prohibitions.
Isolated Financial Transaction
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While most of the Sprint Regulations’ proposed changes are provider friendly,
the agency’s changes to the definition of isolated financial transaction would
narrow the scope of the corresponding exception. The agency proposes to
modify the definition to exclude “a single payment for multiple or repeated
services (such as a payment for service previously provided but not yet
compensated).”6
While the isolated transaction exception would remain useful, some of the
more creative applications would be curtailed by this amendment. As CMS
notes in the commentary, the isolated transaction exception “is not available
to retroactively cure noncompliance” with the Stark Law.7
Ownership or Investment Interests
The Sprint Regulations carve out from the definition of ownership or
investment interests both (1) “titular” interests that exclude the right to
financial benefits of ownership, such as profits, dividends, proceeds of sale
and other returns on investment, as well as (2) interests arising from employee
stock ownership plans.
Exceptions for Indirect Compensation
The definition of “indirect compensation arrangement” is modified to explicitly
state that the only exceptions available to protect indirect arrangements are
the indirect compensation exception and those general exceptions that cover
both ownership and compensation arrangements (i.e., the physician services,
in-office ancillary services, services of certain managed care organizations,
and the academic medical centers exceptions).8
Although presented as a confirmation of CMS’s existing position, this limitation
is inconsistent with the express language of several existing exceptions.9 Most
notably, the risk-sharing exception clearly encompasses both direct and
indirect compensation arrangements.
It is odd that CMS would propose to narrow the Stark risk-sharing exception as
a part of its sprint to coordinated care without at least discussing the rationale
for such a change. The proposed modification to the definition is even more
puzzling given that the agency proposes that an indirect compensation
arrangement may be protected by the new exception for value-based
arrangements if the unbroken chain of financial relationships includes a “value-
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based arrangement” to which the physician (or physician organization in
whose shoes the physician stands) is a direct party.
Group Practice
The Sprint Regulations propose a number of clarifications to the Stark group
practice requirements, including:
• Confirming that profit allocations and productivity bonuses may
indirectly take into account the volume or value of referrals.
• Revising the definition of “overall profits” to mean the profits derived
from all DHS of any component of the group that consists of at least
five physicians.
• Clarifying that the profits from all of the DHS of the group (or a subset
of at least five physicians in the group) must be aggregated and then
distributed. In short, a group practice could not distribute profits from
DHS on a service-by-service basis.
• Removing the reference to Medicaid from the provision deeming
certain methods for distributing profit shares to be permissible.
Revenues derived from DHS could be distributed based on the
distribution methodology used for revenue attributed to services that
are not Medicare DHS and that would not be considered DHS if they
were payable by Medicare.
• Revising the description of how productivity bonuses may be paid to
be consistent with the provisions addressing the distribution of overall
profits.
Writing and Signature Requirements
The Sprint Regulations provide greater flexibility to meet the Stark exceptions’
writing requirements. CMS proposes a special rule stating that the writing
requirement as well as the signature requirement are deemed to be satisfied if
the arrangement satisfies all other elements of an applicable exception, and
the parties obtain the required writing or signature within 90 consecutive
calendar days. The agency also confirms that the writing requirement can be
satisfied through a collection of documents.
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The writing grace period would not eliminate the requirement for
compensation to be set in advance (if an element of the applicable exception).
However, the agency indicates that the compensation terms do not have to be
documented before the items or services are furnished to meet the “set in
advance” requirement.
For example, compensation would be considered set in advance if the parties
agree on a rate before items or services are furnished and assemble adequate
documentation before the end of the 90-day grace period to satisfy the
writing requirement and demonstrate a consistent rate of compensation over
the course of the arrangement.
Period of Disallowance
The Sprint Regulations propose to eliminate the Stark rules addressing the
period of disallowance. While confirming the general principle that the period
of disallowance under Stark “should begin on the date when a financial
relationship fails to satisfy all requirements of any applicable exception and
end on the date when the financial relationship ends or satisfies all
requirements of an applicable exception,” the agency’s comments reinforce
the need for a case-by-case analysis.
In other words, by eliminating the period of disallowance rules, CMS is
expressly acknowledging that there are no bright-line rules for determining
when a non-excepted financial relationship has ended.
In one of the more interesting portions of the commentary, CMS offers
guidance about how to remedy “administrative and operational failures” that
may arise in the course of an arrangement:
Through submissions to the SRDP and other interactions with stakeholders, we
are aware of questions regarding whether administrative errors, such as
invoicing for the wrong amount of rental charges (that is, an amount other
than the amount specified in the written lease arrangement) or the payment of
compensation above what is called for under a personal service arrangement
due to a typographical error entered into an accounting system, create the
type of “excess compensation” or “insufficient compensation” described in
our preamble guidance and the period of disallowance rules. This was never
our intent. However, the failure to remedy such operational inconsistencies
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could result in a distinct basis for noncompliance with the physician selfreferral law.10
The agency goes on to explain that if the parties discover an unintentional
error that affected compensation or another key element of an arrangement,
they can avoid triggering the Stark referral and billing prohibitions if they
correct the error during the term of the arrangement. If, however, the error is
not discovered and remedied during the term, the parties cannot “unring the
bell” by correcting the error at a later date.
While this guidance regarding clerical errors or technical omissions is certainly
welcome, the draconian distinction between the treatment of errors
discovered and corrected during the term of an arrangement and errors
discovered and corrected after the term has ended is troubling.

The Compensation Exceptions
New Exception “Z”-- Limited Remuneration to a Physician
The Sprint Regulations introduce a new exception that covers remuneration
paid to a physician for items or services that do not exceed $3,500 per
calendar year provided the compensation does not exceed fair market value, is
not determined in a manner that takes into account the volume or value of
referrals or other business generated by the physician, and the overall
arrangement is commercially reasonable.
The significance of this proposed exception is that there are no writing,
signature or set-in-advance requirements. The exception recognizes that
limited remuneration may not pose a risk of program or patient abuse if certain
other requirement are met.
The aggregate limit under Exception Z will be adjusted annually for inflation.
The exception does not apply to payments to an immediate family member of
a physician.
In addition, if the arrangement involves the lease or use of office space,
equipment, personnel, items or services, the compensation must not be
determined using a formula based on a percentage of revenue or collections
attributable to services performed using the space, equipment, personnel,
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items, supplies or services, or using per-unit-of-service fees reflecting services
provided to patients referred by the lessor to the lessee, or patients referred
by the owner of the premises, equipment, personnel, items, supplies or
services.
CMS also notes that Exception Z can be used in conjunction with other Stark
exceptions, creating the possibility that a personal services arrangement that
fails to comply with an exception for the first few months of the term could
rely on Exception Z if the amount paid during the first few months did not
exceed $3,500.
Decoupling the Anti-Kickback Statute
The Sprint Regulations eliminate from the Stark exceptions the requirement
that the arrangement not violate the Anti-Kickback Statute, and that the claim
or bill otherwise complies with applicable law. This proposal affects numerous
exceptions including the exceptions for temporary noncompliance, academic
medical centers, fair market value compensation, indirect compensation, risksharing arrangements, nonmonetary compensation, medical staff incidental
benefits, physician recruitment, timeshare arrangements, and electronic
health records.
The proposal would essentially remove an intent-based requirement from the
Stark exceptions. Of course, the Anti-Kickback Statute would continue to
apply to any given arrangement on its own terms.
Required Referrals
One of the special rules on compensation allows an entity to include in
employment agreements, personal services agreements or managed care
contracts a provision requiring the physician to refer within a designated
network or system. The referral requirement must be in writing and include
exceptions for patient choice, payor preference and the physician’s clinical
judgment.
The Sprint Regulations make this provision an explicit element in the
exceptions for academic medical centers, employment, personal services
arrangements, physician incentive plans, fair market value compensation, and
indirect compensation arrangements.
Office Space and Equipment Leases
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The Sprint Regulations propose to amend the “exclusive use” requirement in
the exceptions for office space and equipment leases to permit multiple
lessees to use the space. In short, the exclusive use requirement limits only the
lessor’s use of the lessee’s space. However, neither the lessor nor any person
related to the lessor may use the space even as an invitee of the lessee.
Fair Market Value Compensation
The Sprint Regulations would modify the fair market value compensation
exception to cover arrangements for the rental of office space or equipment
for a term of less than one year. The parties could enter into only one such
arrangement over the course of a year. However, the duration of the shortterm arrangement could be extended on the same terms.
Compensation Unrelated to DHS
Historically CMS has essentially attempted to eviscerate the statutory
exception for remuneration unrelated to DHS. In the Sprint Regulations, the
agency changes course, proposing that remuneration would not relate to the
provision of DHS if it is not determined in any manner that takes into account
the volume or value of the physician’s referrals and is “not related to the
provision of patient care services.”
A service would be deemed to not relate to the provision of patient care
services “if the service could be provided by a person who is not a licensed
health care professional.” Items related to the provision of patient care
services would include but would not be limited to “any item, supply, device,
equipment, or space that is used in the diagnosis or treatment of patients and
any technology that is used to communicate with patients regarding patient
care services.”
The commentary offers examples of payments that would not qualify for the
exception as proposed:
• Payments for emergency department call coverage, medical director
or utilization review services; and
• Payments for rental of medical equipment, purchase of medical
devices, and rental of office space where patient care services are
provided.
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An example of remuneration from a hospital to a physician that CMS indicated
would qualify as unrelated to DHS is a payment or other in-kind benefit that a
physician receives for serving as a member of the hospital’s governing body,
provided the remuneration is not determined in a manner that takes into
account the volume or value of the physician’s referrals. Another example of
remuneration unrelated to DHS is a hospital’s payment to a physician for the
purchase of office furniture.11
CMS seeks comments on other ways to distinguish between remuneration that
is related and unrelated to the provision of DHS.
Payments by a Physician
The Sprint Regulations propose to rescue another exception that CMS has
historically disfavored: payments by a physician for items or services at fair
market value. Historically CMS took the position that this exception was not
available for arrangements where any other Stark exception could apply.
CMS now proposes to allow this exception to protect compensation
arrangements other than those addressed in one of the statutory compensation
exceptions. This means that the exception for payments by a physician could
still not apply to arrangements involving leases of office space or equipment,
for example, but could potentially protect an arrangement such as a
physician’s purchase of administrative services from a hospital, because there
are no statutory exceptions that might otherwise apply.
Physician Recruitment
CMS acknowledges that the agency has reviewed several arrangements where
the recruitment exception was unavailable because the physician practice did
not sign the recruitment agreement, even though the practice did not receive
any payments under the agreement. The Sprint Regulations would modify the
recruitment exception to require the practice to sign the recruitment
agreement only if payment is made to the practice and the practice does not
pass directly through to the recruited physician all of the remuneration
received from the hospital.
Assistance to Compensate a Non-Physician Practitioner (NPP)
The Sprint Regulations include clarifications concerning the exception that
protects remuneration provided by a hospital, Federally Qualified Health
Center (FQHC) or Rural Health Clinic (RHC) to a physician to compensate an
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NPP to provide “patient care services”. To avoid confusion with the already
defined term “patient care services” (which refers to physician services), CMS
offers a new term, “NPP patient care services,” defined as direct patient care
services furnished by an NPP and any task performed by an NPP that promotes
the care of patients.
To address questions about the timing of the arrangements that are
permissible under this exception, the Sprint Regulations propose to require
the compensation arrangement between the hospital/FQHC/RHC and the
physician begin before the physician or physician organization enters into the
compensation arrangement with the NPP.
FOOTNOTES
1 84 Fed. Reg. 55766, at 55794 (Oct. 17, 2019). These special rules would not
apply to the exceptions for value-based arrangements.
2 84 Fed. Reg at 55794 (emphasis added).
3 A negative correlation between two variables exists when one variable
increases as the other variable decreases, or one variable decreases as the
other variable increases. The example given in the commentary is that under a
rental formula for office space leased by a physician from a hospital, the rental
rate decreases as the number of the physician’s referrals for hospital
outpatient services increases. 84 Fed. Reg. at 55794.
4 84 Fed. Reg. at 55792.
5 84 Fed. Reg. at 55790.
6 84 Fed. Reg. at 55840, proposed definition set forth in 42 CFR § 411.351.
7 84 Fed. Reg. at 55808.
8 84 Fed. Reg. at 55842, proposed 42 CFR 411.§ 354(c)(4).
9 For example, the physician recruitment exception and the fair market value
arrangement exception both indicate that they may apply to arrangements
that could satisfy the indirect compensation arrangement definition.
10 84 Fed. Reg. at 55810 (emphasis added).
11 84 Fed. Reg. at 55816-17.
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Sprint Regulations: ValueBased Stark Exception and
AKS Safe Harbors
By Adam D. Romney and Darby Allen
10.28.19

The Value-Based Proposals: Turning Tides or
Shifting Sands?
Industry stakeholders have waited with bated breath to see whether CMS and
OIG would offer meaningful changes to the Stark and AKS landscape in
support of the transition to value-based care and emphasis on patientcentered care coordination. The proposed Sprint Regulations are here, but it’s
too early to tell whether the changes will achieve the agencies’ lofty goals to
remove barriers to value-based care or just add a new layer to the unruly
regulatory framework.
CMS’s contribution to the value-based Sprint Regulations comes in the form of
new exception AA with three subparts that address arrangements with varying
levels of financial risk. OIG proposed three new safe harbors with similar
themes, and also proposed changes to the personal and management services
safe harbor to protect remuneration paid in connection with value-based
arrangements. In general, CMS’ proposed value based Stark exceptions are
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broader than the OIG’s proposed value based AKS safe harbors. Should the
proposals be finalized, participants in value based arrangements may well
need to determine if they are comfortable satisfying a Stark exception but
operating outside of an AKS safe harbor. The proposed definitions, exception,
and safe harbors are discussed in detail below.

The Good, the Bad, and the Ugly
The Sprint Regulations are good in a few big-picture ways.
First, both the Stark and AKS proposals would apply to arrangements for care
furnished to patients across all payor sources. This improves upon the limited
applicability of existing fraud and abuse waivers and reflects the reality of the
practice of medicine: the quality and efficiency of appropriate care for a given
patient should be divorced from payor status.
The proposed Sprint Regulations are also indicative of CMS’s and OIG’s
recognition of the modern healthcare landscape, the emphasis on aligned
incentives and coordination of care, and the need to remove unnecessary
regulatory barriers. This is also the first time CMS has meaningfully weighed in
on how gainsharing arrangements, which are the subject of many advisory
opinions on the AKS side, may be structured under Stark.
On the other hand, CMS’s and OIG’s proposed exception and safe harbors are
a far cry from a bright-line rule. Many of the critical definitions that must be
met to even apply the requirements of the exception and safe harbors
incorporate vague concepts that introduce subjective judgment into a strict
liability regulatory scheme and a statute with criminal repercussions.
CMS also indicated that appropriately conceived value-based arrangements
may fall out of compliance with one of the new exceptions, opening up the
parties to potential liability.
The unwieldy construction of the Stark exception’s reliance on six circular
defined terms is most certainly the ugly side of the Sprint Regulations. If the
concept of reducing regulatory burden was meant to lessen the need for
lawyers to apply Stark to value-based arrangements, CMS missed the mark.
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On the AKS side, the exceptions contain so many safeguards that they could
be deemed impractical by providers. Some safeguards are also very
unconventional when compared to common arrangements in the current
market.
If the exception and safe harbors are viewed as setting an unreachable
standard, providers could be discouraged from pursing innovative alignment
and integration models. In other words, the new exception and safe harbors
could have the opposite effect from the intended purpose of removing
barriers and facilitating coordination.
The key requirements and limitations of the exceptions and safe harbors are
discussed below.

The Devil Is in the (Definition) Details – ValueBased Arrangement
The stated purpose of the proposed Stark exception and AKS safe harbors is to
remove potential barriers to more effective coordination and management of
patient care and delivery of value-based care that improves quality of care,
health outcomes, and efficiency. The proposals to accomplish this purpose are
similar under both laws.
True to their nature, CMS and the OIG have proposed a veritable dictionary of
defined terms that must be met before applying the value-based exception or
safe harbors. These definitions are generally consistent between the proposed
Stark and AKS regulations. Notable interpretive guidance on these definitions
appears in italics:
Value-based arrangement is an arrangement for the provision of at least one
value-based activity for a target patient population between or among:
• The value-based enterprise and one or more of its VBE participants, or
• VBE participants in the same value-based enterprise.
Preamble: Only compensation arrangements may qualify as value-based
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arrangements. The definition of value-based arrangement is also broad
enough to cover commercial and private insurer arrangements.
Value-based enterprise (VBE) is two or more VBE participants:
• Collaborating to achieve at least one value-based purpose;
• Each of which is a party to a value-based arrangement with the other
or at least one other VBE participant in the value-based enterprise;
• That has an accountable body or person responsible for financial,
operational and compliance oversight of the value-based enterprise;
and
• That has a governing document that describes the VBE and how the
VBE participants intend to achieve its value-based purpose(s).
Preamble: Organized networks of health care providers, suppliers, and other
components of the health care system have flexibility to adopt any legal
structure that meets these requirements, including a distinct legal entity such
as an ACO. However, a VBE could be a contractual arrangement as well, if all
definitional elements are met. The accountable body/person may be a party
to a value-based arrangement or if the VBE is a legal entity, it may be the
governing board, a committee, or an officer of the legal entity.
VBE participant is an individual or entity that engages in at least one valuebased activity as part of a VBE.
Preamble: A VBE participant could include physician practices, hospitals,
payors, post-acute providers, pharmacies, chronic care and disease
management companies, social service organizations, etc. Entity means any
non-natural person, not just DHS entities subject to Stark. For purposes of the
AKS safe harbors, the definition of VBE participant expressly excludes
pharmaceutical manufacturers, DMEPOS manufacturers, distributors or
suppliers, and laboratories. CMS and the OIG are also considering whether to
exclude “health technology companies” from the scope of the exception,
though they did not define the term.
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Value-based activity means providing an item or service, taking an action, or
refraining from an action that is reasonably designed to achieve a value-based
purpose of the value-based enterprise.
Preamble: Making a referral is not a value-based activity.
Value-based purpose means the following with respect to a target patient
population:
• Coordinating and managing care;
Preamble: This phrase is not defined for the Stark exceptions, but CMS is
considering whether to adopt a definition requiring deliberate organization
of patient care activities and sharing of information between VBE
participants to improve health outcomes and to achieve safer and more
effective care, similar to the corresponding AKS safe harbor. For the proposed
AKS safe harbors, the OIG has proposed defining “coordinating and
managing care” to mean “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.”
• Improving quality of care;
• Appropriately reducing costs or growth in expenditures of payors
without reducing quality of care; or
Preamble: CMS is considering whether to require the purpose to improve
quality or maintain improved quality rather than simply not reduce quality
in addition to reducing costs/growth in expenditures. This approach would
limit the purpose to situations where the VBE has already achieved
improvement in the quality of care.
• 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.
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Preamble: CMS acknowledges this purpose is subjective. One example is
establishing infrastructure to facilitate patient-centered coordinated care.
Target patient population must be selected based on legitimate and verifiable
criteria that:
• Are set out in writing in advance of the commencement of the
arrangement; and
• Further the value-based purpose.
Preamble: Medical, health, geographic, and payor status characteristics are
all examples of acceptable criteria, while criteria that effectively “cherry-pick”
or “lemon-drop” patients would not be acceptable. The proposed definition is
not limited to federal healthcare program patients. CMS and the OIG are also
considering limiting the definition of “target patient population” to patients
with a chronic disease or a shared disease state that would benefit from care
coordination.
Much like the in-office ancillary services exception is dependent on meeting
the definition of “group practice,” Exception AA is only available for valuebased arrangements. A critical difference in CMS’s proposal in the Sprint
Regulations is that the definitions incorporate big-picture concepts that leave
room for interpretation.
While CMS may have intended to allow parties more flexibility than its historic
rulemaking approach, finite definitions have the benefit of certainty in a strict
liability regulatory scheme like Stark. To guide VBE participants to safe ground,
more specific examples of what constitutes a “value based purpose” or what
does or does not qualify as a “value based activity” would certainly be helpful.
The proposal to exclude “health technology companies” from the protections
without defining the term is also cause for concern. The healthcare industry is
adopting tech solutions at a rapid pace to deliver care more efficiently, and
uncertainty about which DHS entities might be excluded in this category could
be a barrier to accessing Exception AA.
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The Main Event: Value-Based Exception and
Safe Harbors
The Sprint Regulations have separate requirements for value-based
arrangements involving full financial risk, downside financial risk, and
qualifying arrangements without strict financial risk requirements. Both CMS
and the OIG designed the exceptions and safe harbors to include more
rigorous requirements as the level of financial risk in the arrangement
decreases.
The Stark exception and the safe harbors do not reqpreuire the remuneration
under a value-based arrangement to be consistent with fair market value, not
determined in a manner that takes into account the volume or value of a
physician’s referrals or other business generated for the entity, or
commercially reasonable, which greatly improves the utility of the exception.
All of the Stark proposals share five common requirements, which also appear
in substantially similar forms in the three value-based AKS safe harbors:
1. The remuneration must be for or result from value-based activities
undertaken by the recipient for patients in the target population.
Note: While the term value-based activity is defined as a particular
item, service, or action, the preamble guidance confirms that
gainsharing payments, shared savings distributions, and other
payment methodologies that do not have a one-to-one relationship
with a particular item, service, or action would meet this requirement
of the exception.
However, without more guidance from the agencies about the
causation standard that will be applied when assessing whether
remuneration “resulted from” a particular activity, this requirement
could pose a challenge.
In-kind remuneration that is duplicative of an item or service, such as
technology or infrastructure, that the recipient already possesses
would not meet the requirement, but in-kind remuneration may be
used to benefit all patients, not only those in the target population.
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2. The remuneration is not an inducement to reduce or limit medically
necessary items or services to any patient.
3. The remuneration is not conditioned on referrals of patients who are
not part of the target patient population or business not covered under
the value-based arrangement.
4. If the remuneration paid to the physician is conditioned on the
physician’s referrals to a particular provider, practitioner, or supplier,
the value-based arrangement must meet the requirements of 42 CFR
411.354(d)(4)(iv) (requiring the arrangement to be set out in writing
and signed by the parties and not prohibit referrals elsewhere based
on patient preference, insurance requirements, or physician
judgment).
5. Records of the methodology for determining and the actual amount of
remuneration paid under the value-based arrangement must be
maintained for at least six years and made available to the Secretary
upon request.
Full Financial Risk
Exception AA’s subpart addressing value-based arrangements with full
financial risk is only available if the VBE is at full financial risk on a prospective
basis for the cost of all patient-care items and services covered by the
applicable payor for each patient in the target patient population for a
specified period.
The exception could apply during the six month period before the VBE is at full
financial risk to protect remuneration provided in the start-up phase of an
arrangement. The full financial risk exception appears sufficiently broad to
replace the fraud and abuse waivers CMS (with OIG) has issued for CMSsponsored models.
We are particularly interested to see whether the final rule will require the VBE
to be at full financial risk for a particular time period or addresses more
targeted arrangements by permitting the full financial risk to be narrowed to
particular types of services. For example, if a VBE with a targeted patient
population of total hip replacement patients is required to have full financial
risk for covered services for six months post-surgery, and a patient in the
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population has COPD, Exception AA would arguably require the VBE to be at
financial risk for the patient’s COPD care that is totally unrelated to the VBE’s
value-based purpose.
The proposed AKS safe harbor for “Value-Based Arrangements with Full
Financial Risk” would protect in-kind and monetary arrangements between a
VBE and VBE participants where the value-based entity assumes full financial
risk from a payor. The OIG, like CMS, recognizes that arrangements involving
full financial risk present fewer fraud and abuse risks, therefore this safe harbor
is intended to offer VBEs the greatest ability to innovate with respect to
coordinated care arrangements.
For purposes of this safe harbor, “full financial risk” means the VBE is
financially responsible for the cost of all items and services covered by the
applicable payor for each patient in the target patient population and is
prospectively paid by the applicable payor.
Additional safeguards applicable to this safe harbor are:
• The VBE must provide for a utilization review program and quality
assurance program that protects against underutilization and specifies
patient goals;
• The value-based arrangement does not include marketing to patients
of items or services or engaging in patient recruitment activities.
Downside Financial Risk Arrangements
Stark Exception AA would also protect remuneration paid under a value-based
arrangement where the physician is at “meaningful downside financial risk” for
failure to achieve the value-based purpose of the VBE during the duration of
the arrangement. CMS proposed to define meaningful downside financial risk
as requiring the physician to be responsible for at least 25 percent of the value
of the remuneration (including in-kind remuneration) that the physician
receives under the arrangement, or financially responsible on a prospective
basis for the cost of all or a defined set of patient-care items and services
covered by the payor for each patient in the target patient population for a
specified period.
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The nature and extent of the downside financial risk must be set forth in a
writing, and the methodology for determining the amount of the remuneration
must be set in advance of undertaking the value-based activities. Like the full
financial risk arrangements discussed above, the remuneration must be for or
result from the recipient’s value-based activities for patients in the target
patient population.
The proposed safe harbor for “Value-Based Arrangements with Substantial
Downside Financial Risk” would protect in-kind and monetary arrangements
between a VBE and VBE participant where the VBE is at substantial downside
financial risk from a payor. To qualify, the VBE must assume substantial
downside financial risk from a payor in one of the following forms for services
related to a target patient population:
• Downside risk of at least 40 percent in a shared savings arrangement;
• Downside risk of at least 20 percent under an episodic or bundled
payment arrangement;
• A prospectively paid population-based payment for a defined subset
of the total cost of care; or
• A partial capitated payment from the payor that reflects a discount
equal to at least 60 percent.
Next, the VBE participant must “meaningfully share” in this risk arrangement
with the VBE, in one of the following ways:
• The VBE participant assumes risk for 8 percent of the amount for
which the VBE is at risk under its agreement with the applicable payor;
• The VBE participant receives a partial or full capitated payment from
the VBE; or
• In the case of a VBE participant that is a physician, a payment that
meets the requirements of the Stark Law’s Exception AA for
meaningful downside financial risk, as discussed above.
To balance the need to protect start-up arrangements while also limiting
potential program integrity risks, this safe harbor would protect arrangements
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between the VBE and the VBE participant during the six months prior to
commencement of the arrangement.
Other Value-Based Arrangements
The last iteration of Stark Exception AA is a catch-all, many-strings-attached
option for other value-based arrangements regardless of the level of risk
undertaken by the VBE and its participants. These arrangements must be set
forth in a writing signed by the parties that describes the value-based activities
of the arrangement and how they further the VBE’s value-based purpose(s),
the target patient population, the type or nature of remuneration, the
methodology used to determine the remuneration, and the performance or
quality standards against which the recipient will be measured (if any).
CMS is considering excluding monetary remuneration from this part of
Exception AA which would eliminate gainsharing arrangements from the
scope. If adopted, this would be particularly impactful to value-based
arrangements since the revised volume or value standard in the Sprint
Regulations would still likely prohibit many common gainsharing metrics such
as reducing cut-to-close time and using standardized surgical implants.
Also troubling is that CMS is considering whether to require that performance
or quality standards “be designed to drive meaningful improvements in
physician performance, quality, health outcomes, or efficiencies in care
delivery.” Again, this is a nebulous standard not suited for a strict liability
regulatory scheme.
The preamble discussion for this part of Exception AA has some similarities to
the CMS 60-Day Overpayment Rule in that CMS believes VBE participants have
an affirmative obligation to monitor progress toward the value-based purpose
of the VBE. CMS gives a few examples of situations where an arrangement
would fall out of compliance with Exception AA even if the arrangement was
“reasonably designed to achieve the value-based purpose” because data and
experience through the course of the arrangement reveal that the activities do
not have the intended outcomes.
CMS may adopt a required monitoring framework or require physicians to
cease referring for DHS within a certain timeframe of the determination that
the value-based purpose will not be achieved through the value-based
activities. This begs the question, however, of when the arrangement will be
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deemed to no longer comply with the exception and whether VBE participants
may be deemed to have retroactively unprotected compensation
arrangements because the value-based purpose was later determined to be
unachievable.
CMS is also toying with the idea of requiring recipients of nonmonetary
remuneration to contribute some threshold—perhaps 15 percent of the donor’s
cost—for the donated items or services similar to the EHR exception.
The corollary AKS safe harbor is titled, the “Care Coordination Arrangements
to Improve Quality, Health Outcomes, and Efficiency Safe Harbor.” Similar to
its counterpart under Stark, the Care Coordination safe harbor would protect
certain value-based arrangements even when no financial risk is assumed,
provided that the following safe guards are met:
• Adopt Outcome Measures: The parties to the value-based
arrangement must establish one or more specific evidence-based,
valid outcome measures against which the recipient of remuneration
will be measured, and which the parties reasonably anticipate will
advance the coordination and management of care of the target
patient population;
Preamble: The OIG will not consider measures related to patient satisfaction
or convenience to be valid outcome measures. The OIG is also considering
how to define “evidence-based,” and whether outcome measures must be
periodically rebased (i.e., reset the benchmark used to determine whether the
outcome measure was achieved).
• Commercial Reasonableness: The value-based arrangement must be
commercially reasonable, considering both the arrangement itself and
all value-based arrangements within the VBE.
• Limitations on Remuneration: The remuneration must be in-kind, nonmonetary remuneration (gift cards are prohibited);
Preamble: The OIG is considering for the final rule whether in-kind
remuneration can have a “spillover” effect and benefit patients outside the
target patient population, or whether it may only benefit the target patients.
If the latter standard is adopted, safe harbor protection would be unavailable
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for common arrangements that involve donation of health tech used across
all facets of a provider’s business.
• Contribution Requirement: Safe harbor protection is conditioned
upon the recipient’s payment of at least 15 percent of the offeror’s
cost for the in-kind remuneration.
Preamble: This requirement is intended to mirror a requirement in the EHR
safe harbor. The OIG is considering for the final rule how to determine value
for purposes of calculating the 15 percent payment. The OIG is also
considering whether to adjust the contribution amount within a range of five
to 35 percent, or perhaps waive this requirement for parties in rural or lowaccess areas.
• Monitoring and Assessment. At least annually, an accountable body
or responsible person within the VBE must monitor, assess and report
regarding:
• The coordination and management of care for the target
population;
• Any deficiencies in the delivery of quality care under the valuebased arrangement; and
Preamble: The OIG is not proposing a definition for a material
deficiency in the quality of care.
• Progress toward achieving outcome measure(s).
• No Diversion, Resell, or Use for Unlawful Purpose. Safe harbor
protection is not available if the offeror knows or should know that the
remuneration is likely to be diverted, resold or used by the recipient
for an unlawful purpose.
And the OIG may not be done yet. In addition to the ten safeguards described
above, the OIG is considering adding several other safeguards for the Care
Coordination safe harbor. These potential additional safeguards that may be
adopted in the final rule are:
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• Bona Fide Determinations: In advance of or contemporaneous with
the commencement of a value-based arrangement, the VBE’s
accountable body or responsible person must make a bona fide
determination that the value-based arrangement is directly connected
to the coordination and management of care for the target patient
population and that the value-based arrangement is commercially
reasonable.
• Cost-Shifting Prohibition: VBEs or VBE participants may not bill other
payors for remuneration paid under a value-based arrangement, or
claim it as bad debt, or otherwise shift the cost of the remuneration to
other payors.
• Fair Market Value Requirement and Restriction on Remuneration
Tied to the Volume or Value of Referrals: The OIG may decide to
include a fair market value requirement on any remuneration
exchanged pursuant to a value-based arrangement, and may prohibit
VBE participants from determining the amount remuneration in a
manner that takes into account the volume or value of referrals or
other business generated.
• Additional Requirements for Dialysis Providers: Due to the OIG’s
concern with a consolidated market of dialysis providers in the United
States, the OIG is considering whether to include provisions specific to
dialysis providers to further ensure that their care coordination
arrangements operate to improve the management and care of
patients and are not pay-for-referral schemes.
Personal Services and Management Contracts and Outcomes-Based
Payment Arrangements
In the Sprint Regulations, the OIG also proposes to protect certain outcomesbased compensation (regardless of whether it meets the criteria for substantial
downside financial risk) through proposed modifications to the personal
services and management contracts safe harbor. Making the following
modifications to the safe harbor for Personal Services and Management
Contracts at 1001.952(d) creates a different avenue for protecting value-based
arrangements than the new proposed safe harbors.

Modify the “set in advance” requirement
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The existing safe harbor for personal services and management contracts
requires that such agreements be for a term of at least one year and that the
aggregate compensation be set in advance. To provide enhanced flexibility,
the OIG is proposing to remove the requirement that the “aggregate” amount
of compensation paid over the term of the agreement be “set in advance.” The
proposed modification would require the parties to determine the
arrangement’s compensation methodology in advance.

Eliminate the requirement to specify the
schedule, length and charges for service
intervals
The OIG has proposed eliminating the requirements set forth at 42 CFR
1001.952(d)(3) relating to agreements for services provided on a periodic,
sporadic, or part-time basis. This paragraph of the safe harbor requires
contracts that provide for services on such a basis to specify “exactly the
schedule of such intervals, their precise length, and the exact charge for such
intervals.” Removing this requirement would afford parties additional flexibility
in designing business arrangements, including care coordination and qualitybased arrangements.

Add new language to protect outcomesbased payments
The last change to the personal and management services safe harbor would
add new language to expressly protect payments defined as “outcome-based”
payments from models such as shared savings, shared losses, episodic
payments, gainsharing and pay-for-performance.
An "outcome-based payment" is defined as a payment that rewards a party for
improving (or maintaining improvement in) patient or population health by
achieving one or more outcome measures that coordinate care across care
settings, or achieve outcome measures that reduce payor costs while
improving quality. Also, outcome-based payments cannot relate to internal
cost savings.
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The OIG’s proposal for outcomes-based payment arrangements includes the
following conditions:
• Goal of the Outcomes-Based Payment Arrangement: The OIG will
limit safe harbor protection to outcome-based payment arrangements
that foster the goals to measurably improve quality of patient care (or
maintain improvement); appropriately and materially reduce costs to
or growth in expenditures of payors while improving or maintaining
the improved quality of care; or both. Notably outcomes-based
payments specifically exclude any payments that relate solely to the
achievement of internal cost savings for the principal. That means that
most hospital gainsharing programs are not likely to qualify for
protection.
• Outcome Measures: The parties must establish one or more specific
evidence-based, valid outcome measures that the agent must satisfy
to receive the outcomes -based monetary remuneration. Outcome
measures must be measurable and valid and must promote improved
quality or efficiencies in the delivery of care or appropriate cost
reduction. Parties must also rebase the benchmark or outcome
measure periodically.
• Fair Market Value: The methodology for determining compensation
(including any outcomes-based payments) must be fair market value,
despite the lack of industry standards developed to determine fair
market value for some outcome-based payment arrangements in the
value-based care arena. However, the OIG anticipates that the industry
will evolve and adapt to assess fair market value for value-driven
outcomes-based payment arrangements.
• Volume or Value of Referrals: The compensation methodology for
determining the outcome-based payment may not be determined in a
manner that directly takes into account the volume or value of referrals
or other business generated between the parties. Outcome-based
payments that indirectly take volume or value or other business
generated into account are permissible. Unfortunately, the OIG does
not define or provide examples regarding indirect payments.
• Writing and Monitoring: A written agreement that includes payments
for outcome-based measures must include: the outcome measures;
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the evidence-based data or information upon which the parties relied
to select the outcome measures; and the schedule for the parties to
regularly monitor and assess the outcome measures. The OIG
suggests that the parties should also consider retaining
documentation showing the agent’s achievement of the outcome
measures.
• Stinting: The agreement may not limit any party’s ability to make
medically appropriate decisions for patients, nor induce the reduction
of medically necessary services.
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