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INTRODUCTION

Historically, health care in the United States has been based on fee-for-service (“FFS”).

That is, third-party payors (“TPPs") pay a physician, hospital, or other provider for the
service renderedregardless of the outcome.

A by-product of FFS has been very little coordination among providers regarding a
particular patient.

The FFS approach has proven to be inefficient and expensive.
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INTRODUCTION

With 78 million Baby Boomers retiring at the rate of 10,000 per day, and with many
Boomers living well into their 80s, the financial strain on the nation's health care delivery

system is markedly increasing.

TPPs have concluded that the FFS system is no longer financially viable and that a new
approach is necessary.

This new approach is “value-based care, also known as “coordination of care” and
“patient outcome management”’

Value-based care ("VBC") is premised on providers collaborating to provide health care
for a patient and for remuneration to the providers to be based, at least in part, on
whether certain metrics are achieved.
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INTRODUCTION

VBC may result in providers referring patients to each other, providing services to each
other, and sharing in the remuneration paid for the care of the patient.

The challenge is that VBC has run up against the prohibitions and restrictions of the
federal physician self-referral law (“Stark”) and the federal anti-kickback statute ("AKS”).
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INTRODUCTION

Stark is a civil statute. It states that if a physician (or animmediate family member)
has a financial interest (ownership or compensation) in a health care provider, the
physician cannot refer a Medicare/Medicaid patient to the provider for “designated
health services” ("DHS") unless a Stark exception is met.

DHS includes durable medical equipment (“DME").
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INTRODUCTION

The AKS is a criminal statute. It states that a person/entity cannot pay or receive
(or offer to pay or agree to receive) anything of value in exchange for:

(i) referring or arranging for the referral of a patient covered by a federal health care program
(“FHCP") or

(ii) recommending the purchase of a service/product covered by an FHCP
The Office of Inspector General (“OIG") has published a number of “safe harbors!

If an arrangement complies with a safe harbor, the remuneration exchanged between the
parties does not constitute illegal remuneration under the AKS.

If an arrangement does not meet the terms of a safe harbor, it does not mean that the
arrangement violates the AKS; rather, it means that the parties will need to conduct
an in-depth analysis in light of the language of the AKS, court decisions and other
published guidance.
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INTRODUCTION

Recognizing the challenge imposed by Stark and the AKS on providers moving into the
VBC space:

(i) CMS updated Stark and

(ii) the OIG updated the AKS
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BACKGROUND

In the summer of 2018, CMS and the OlG sought input from interested parties
by issuing Requests for Information.

AAHomecare submitted a letter containing the association's comments.

One comment was that it would be ill-advised for physicians to be allowed to
self-refer for DME.

Therecently released Final Rules do not change the Stark prohibition against
physicians self-referring for DME.
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BACKGROUND

In early October 2019, CMS and the OIG simultaneously issued proposedrules
modifying Stark and the AKS.

Providers and other interested parties submitted many comments.
Finally, on November 20, 2020, CMS and the OlG issued the Final Rules.

The goal of the Final Rules is to encourage health care providers to collaborate in the
provision of health care without being unduly restricted by Stark and the AKS.
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VALUE-BASED ENTERPRISE (“VBE")
EXCEPTIONS

The goal of the VBE exceptions is to facilitate the transition of health care to
the VBE model.

The final definition of a "VBE participant” does not exclude DME suppliers.
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VALUE-BASED ENTERPRISE (“VBE")
EXCEPTIONS

The Full Financial Risk exception applies to value-based arrangements among VBE
participants that have assumed full financial risk for the cost of patient care in the
target patient population for a defined period of time.

Meaningful Downside Financial Risk to the Physician exception protects remuneration
paid under a value-based arrangement where the physician assumes a meaningful level
of financial risk for failure to meet the value-based purpose of the VBE.

The Value-Based Arrangements exception pertains to value-based arrangements

even if norisk is assumed by the VBE participants. Because the parties are assuming
little to norisk, they have to meet certain requirements not mandated by the other two
value-based exceptions.
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EXECUTION OF DOCUMENTS

Documents can be prepared and executed within 90 days of the beginning of
the arrangement.

The arrangement must satisfy all requirements of an applicable exception except for
the documentation/execution.

Further, electronic signatures (that comply with applicable law) are accepted.

The definition of “set in advance” is amended to allow the modification of
compensation during the term of an agreement where the modified compensation
is not based on the volume or value of referrals.

ACCREDITATION COMMISSION for HEALTH CARE




DISALLOWANCE

CMS deleted the rules on the period of disallowance.

However, parties to an arrangement can correct errors for up to 90 days after a
compensation arrangement ends.
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INDIRECT COMPENSATION

Exceptions are available to protect a physician's referrals to an entity when the
indirect compensation includes a value-based arrangement to which the physician
is a direct party.

The link closest to the physician may not be an ownership interest; rather, it
must be a compensation arrangement that meets the definition of a value-based

arrangement.

ACCREDITATION COMMISSION for HEALTH CARE




LIMITED REMUNERATION TO A PHYSICIAN

Limited remuneration may be paid to a physician for substantive services rendered
without a written agreement or compensation set in advance.

The remuneration cannot exceed $5,000 per calendar year.

ACCREDITATION COMMISSION for HEALTH CARE 18




PATIENT CHOICE

An entity may direct a physician to refer to a specific provider, practitioner, or supplier.

The compensation must meet specified conditions designed to preserve patient choice,
comply with the TPP's guidelines, and protect the physician's medical judgment.

The compensation cannot be contingent on the volume or value of referrals.
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FAIR MARKET VALUE (“FMV")

FMV is the value inan arm’'s-length transaction consistent with the general
market value of the transaction.

For example, FMV of equipment is determined without taking into account its
intended use.

ACCREDITATION COMMISSION for HEALTH CARE




VOLUME OR VALUE OF
REFERRALS/BUSINESS GENERATED

The new rule discusses when arrangements will be construed as taking into account the
volume or value of referrals or other business generated.
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COMMERCIAL REASONABLENESS

The key question to consider when determining if an arrangement is commercially
reasonable is whether the arrangement makes sense as a means to accomplish the
parties’ goals.

Commercial reasonableness determination is not one of valuation; it is expressly not
based on whether the arrangement is profitable or not.
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RENTAL OF OFFICE SPACE & EQUIPMENT

CMS clarifies that these exceptions do not prohibit multiple lessees from using the
space or equipment or prevent a lessee from inviting another party (other than the
lessor) to use the rented office space/equipment.
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GROUP PRACTICE

If a physician group practice establishes a valid value-based model, distribution of
profits to physician members will be construed as not taking into account the volume

or value of the physicians' referrals.
The effective date of this change is January 1, 2022.
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CONSISTENCY OF STARK AND & AKS

Therequirement that an arrangement must comply with the AKS as a precondition to
meeting a Stark exception is removed.
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NEW VBE SAFE HARBORS

The 3 new value-based safe harbors contain protection against potential fraud including:

(i) a prohibition against taking into account the volume or value of referrals outside the target
patient population

(ii) limits on directed referrals
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NEW VBE SAFE HARBORS

The following entities may not utilize the new value-based safe harbors:
Pharmaceutical manufacturers
Distributors; wholesalers
PBMs
Labs
Compounding pharmacies and DME suppliers

Notwithstanding the foregoing, under certain conditions, the OlG permits DME
manufacturers and DME suppliers to use the new Care Coordination Arrangements
safe harbor.

ACCREDITATION COMMISSION for HEALTH CARE 28




NEW VBE SAFE HARBORS

The following are the new VBE safe harbors:

The Value-Based Arrangements with Full Financial Risk safe harbor provides the
greatest flexibility because it requires the assumption of the most risk.

The Value-Based Arrangements with Substantial Downside Risk safe harbor protects
both in-kind and monetary remuneration if the VBE participants assume a certain
amount of risk.

The Care Coordination Arrangements safe harbor does not require the participants to
take onrisk.

It does, however, require that the arrangement be measured based on at least one
evidence-based outcome measure.
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NEW PATIENT ENGAGEMENT & SUPPORT
SAFE HARBOR

This new safe harbor provides protection for certain patient engagement tools.
Its protection is limited to in-kind remuneration provided by VBE participants to patients.

Examples of in-kind patient engagement tools are:
Health-related technology
Patient health-related monitoring tools
Support services designed to address a patient’s social determinants of health

The safe harbor does not protect the giving of cash, cash equivalents, and certain types
of gift cards.
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NEW PATIENT ENGAGEMENT & SUPPORT
SAFE HARBOR

The aggregate value of the patient engagement tools and supports cannot exceed
S500 per year.

The safe harbor does not apply to certain VBE participants including pharmaceutical
manufacturers, distributors, and wholesalers; PBMs; labs; compounding pharmacies;
certain DME manufacturers; and DME suppliers.
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MODIFICATIONS OF EXISTING SAFE
HARBORS

Local Transportationsafe harbor.
The OIG expanded the mileage limits up to 75 miles for residents in rural areas.
There is no distance requirement for transporting inpatients to their residence upon discharge.

Warranty safe harbor.

Protection is afforded to a bundle of one or more items and related services provided that they
are paid for by the same TPP and under the same payment.
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MODIFICATIONS OF EXISTING SAFE
HARBORS

Personal Services and Management Contracts and Outcomes-Based Payments
safe harbor.

This safe harbor now includes the protection of certain outcome-based payment
arrangements.

Outcomes measures related solely to patient satisfaction and/or internal cost savings
are excluded from safe harbor protection.

Safe harbor protection under this new provision is not available to pharmaceutical
manufacturers, distributors, and wholesalers; PBMs; labs; compounding pharmacies;
certain DME manufacturers, and DME suppliers.
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MODIFICATIONS OF EXISTING SAFE
HARBORS

In addition, the OlG removed the current safe harbor requirement that the aggregate
payment for amanagement or services arrangement be set out in advance.

Going forward, only the methodology needs to be set in advance.
This makes the safe harbor consistent with the parallel Stark exception.

The OIG also removed the requirement that a part-time arrangement have a schedule of
services specifically set out in the written agreement.
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MODIFICATIONS OF EXISTING SAFE
HARBORS

ACO Beneficiary Incentive Program safe harbor.

The Balanced Budget Act of 2018 included a statutory provision excluding incentive payments
made to a beneficiary who receives the payments as part of the ACO Beneficiary Incentive
Program from the definition of remuneration.
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ELECTRONIC HEALTH RECORDS (“EHR")

CMS and the OIG finalized changes to the EHR exception to Stark and the EHR safe
harbor to the AKS.

The finalrules:
Remove the sunset provision
Allow therecipient to pay its portion of the EHR atreasonable intervals
Delete the prohibition on donating replacement technology

Delete the prohibition on the donor taking any action to limit or restrict the use, compatibility,
or interoperability of the items or services with other e-prescribing or electronic health
record systems
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ELECTRONIC HEALTH RECORDS (“EHR")

The goal of the new safe harbor and Stark exception is to facilitate the donation of

cybersecurity technology to recipients that may not be able to afford adequate
protection against cyberattacks.

The technology/services must be “necessary and used predominantly to implement,
maintain, or reestablish cybersecurity’
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TELEHEALTH FOR IN-HOME DIALYSIS

The Creating High-Quality Results and Outcomes Necessary to Improve Chronic Care
Act of 2018 included a provision to permit individuals with end-state renal disease
(“ESRD") receiving home dialysis treatment to be provided monthly clinical assessments

through telehealth.

ACCREDITATION COMMISSION for HEALTH CARE 40




DMEPOS

o
nmnlls;

ACHCU

EDUCATIONAL RESOURCES

APPLICABILITY TO DME SUPPLIERS

ACCREDITATION COMMISSION for HEALTH CARE 41



APPLICABILITY TO DME SUPPLIERS

Certain components of the final rules do not directly apply to DME suppliers.

There are 2 reasons for this:

First, at present, most DME suppliers are not integrated into the VBC arena; most suppliers
are paid onan FFS basis.

Secondly, several of the changes specifically exclude DME suppliers.
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APPLICABILITY TO DME SUPPLIERS

On the other hand, other components of the final rules do directly apply to DME
suppliers. These include:
Modification to the Personal Services and Management Contracts safe harbor to the AKS by

removing the requirement that the aggregate payment for amanagement or services
arrangement be set out in advance (i.e., only the methodology needs to be set out in advance).

Modification to the Personal Services and Management Contracts safe harbor to the AKS by
removing the requirement that a part-time arrangement have a schedule of services specifically
set out in the written agreement.

Modification to the Stark definition of “commercial reasonableness” clarifying that:

(i) the key question is whether the arrangement makes sense as a means to accomplish the
parties'goals and

(ii) commercial reasonableness is not one of valuation; it is expressly not based on whether
the arrangement is profitable or not
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APPLICABILITY TO DME SUPPLIERS

Clarification to the Stark “volume or value standard and other business generated
standard” by stating that the amount of compensation will be considered to take into
account the volume or value of referrals or other business generated only when the
formula used to calculate compensation to or from a physician includes the volume or
value of referrals or other business generated.

Clarification that the Stark definition of “fair market value” means the value inanarm'’s
length transaction consistent with the general market value of the subject transaction
(i.e., the intended use of the equipment or facility space is not taken into consideration
and the proximity to a referral source lessor is not taken into consideration).
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APPLICABILITY TO DME SUPPLIERS

The ability of the parties to a transaction (that implicates Stark) to sign documents
(memorializing the arrangement) within 90 days of the beginning of the arrangement.

The modification to the Stark definition of “set in advance” to allow the modification of
compensation during the term of an agreement where the modified compensation is not
based on the volume or value of referrals.

These modifications and clarifications bring Stark and the AKS into line with each other.

The modifications to Stark and the AKS show that CMS and the OlG recognize that Stark
and the AKS were too limited in today's health care climate.

The modifications provide additional freedom to DME suppliers to enter into
collaborative arrangements with physicians, hospitals and other providers when the
arrangements are designed to improve patient outcomes.
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QUESTIONS?

Email us at customerservice@achcu.com
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THANK YOU

Denise M. Leard, Esq.

Brown & Fortunato, PC.

905S. Fillmore St., Ste. 400
Amarillo, Texas 79101
dleard@bf-law.com | 806-345-6318
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