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Valuation of Remote Therapeutic Monitoring: Regulatory Considerations

Healthcare organizations and providers are increasingly
seeking partnerships (often with healthcare tech
companies that have developed a compatible medical
device) to facilitate their provision of remote therapeutic
monitoring (RTM) services to eligible patients. Because
only a licensed healthcare provider can bill for RTM
services, these arrangements often involve the provider
compensating the device manufacturer for the devices
used to perform the RTM. Such arrangements typically
fall under the purview of federal fraud and abuse laws
such as the Anti-Kickback Statute (AKS) and the Stark
Law. This third installment of the five-part series on the
valuation of RTM will discuss these regulatory hurdles.

The AKS and Stark Law are generally concerned with the
same issue — the financial motivation behind patient
referrals. However, while the AKS is broadly applied to
payments between providers or suppliers in the
healthcare industry and relates to any item or service that
may be paid for under any federal healthcare program,
the Stark Law specifically addresses the referrals from
physicians to entities with which the physician has a
financial relationship for the provision of defined
services that are paid for by the Medicare program.
Additionally, while violation of the Stark Law carries
only civil penalties, violation of the AKS carries both
criminal and civil penalties.

The AKS makes it a felony for any person to “knowingly
and willfully” solicit or receive, or to offer or pay, any
“remuneration”, directly or indirectly, in exchange for
the referral of a patient for a healthcare service paid for
by a federal healthcare program.® Notably, a person need
not have actual knowledge of the AKS or specific intent
to commit a violation of the AKS for the government to
prove a kickback violation.? Violations of the AKS are
punishable by up to five years in prison, criminal fines up
to $25,000, and/or exclusion from Medicare and
Medicaid as an alternative civil remedy to criminal
penalties.® Interpretation and application of the AKS
under case law has created precedent for a regulatory
hurdle known as the one purpose test. Under the one
purpose test, healthcare providers violate the AKS if
even one purpose of the arrangement in question is to
offer illegal remuneration.*

Due to the broad nature of the AKS, legitimate business
arrangements may appear to be prohibited.® In response,
the law contains a number of statutory exceptions called
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safe harbors.® These safe harbors set out regulatory
criteria that, if met, shield an arrangement from
regulatory liability, and are meant to protect transactional
arrangements unlikely to result in fraud or abuse.’
However, failure to meet all of the requirements of a safe
harbor does not necessarily render an arrangement
illegal .® It should be noted that, in order for a payment to
meet the requirements of many AKS safe harbors, the
compensation must not exceed the range of Fair Market
Value and must be commercially reasonable.’

Of note, in December 2020, the Department of Health &
Human Services (HHS) Office of Inspector General
(OIG) released new revisions in a final rule, many of
which are similar to those revisions to the Stark Law
proposed by the Centers of Medicare & Medicaid
Services (CMS), as discussed below.*® Among the more
notable revisions included are new safe harbors for value-
based arrangements, wherein the safe harbor
requirements lessen as the participants take on more
financial risk. Additionally, several already-established
safe harbors, such as personal services and management
contracts and outcomes-based payment arrangements,
were modified by this final rule.!* These arrangements
were changed to add more flexibility, e.g., by adding
protections to certain outcomes-based payments.*?
Notably, the OIG also eliminated the requirement that
aggregate compensation under these agreements is set in
advance, instead of requiring the compensation
methodology in advance; however, that methodology
must be consistent with Fair Market Value and not
directly take into account the volume or value of referrals
or other business generated between the parties.*

The Stark Law prohibits physicians from referring
Medicare patients to entities with which the physician or
their family members have a financial relationship for the
provision of designated health services (DHS).** Further,
when a prohibited referral occurs, entities may not bill for
services resulting from the prohibited referral.*> Under
the Stark Law, DHS include, but are not limited to, the
following:

(1) Certain therapy services, such as physical therapy;
(2) Radiology and certain other imaging services;

(3) Radiation therapy services and supplies;

(4) Durable medical equipment;

(5) Outpatient prescription drugs; and,

(6) Inpatient and outpatient hospital services.*®

(Continued on next page)



Under the Stark Law, financial relationships include: (1)
ownership interests through equity, debt, other means,
and ownership interests in entities which then have an
ownership interest in the entity that provides DHS;” and
(2) compensation arrangements, which are defined as
arrangements between physicians and entities involving
any remuneration, directly or indirectly, in cash or in
kind.'® Notably, the Stark Law contains a large number
of exceptions, which describe ownership interests,
compensation arrangements, and forms of remuneration
to which the Stark Law does not apply.*® Similar to the
AKS safe harbors, without these exceptions, the Stark
Law may prohibit legitimate business arrangements. It
must be noted that in order to meet the requirements of
many exceptions related to compensation between
physicians and other entities, compensation must: (1) not
exceed the range of Fair Market Value; (2) not take into
account the volume or value of referrals generated by the
compensated physician; and, (3) be commercially
reasonable.?® Unlike the AKS safe harbors, an
arrangement must fall within one of the exceptions in
order to be legally permissible under the Stark Law.?

As noted above, in December 2020, CMS released a
number of revisions to the Stark Law in a final rule,
including:

(1) Revised definitions for Fair Market Value,
General Market Value, and Commercial
Reasonableness; and,

(2) New permanent exceptions for value-based
arrangements.?
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of risk level to encourage physicians to enter
value-based arrangements, even if they only
assume upside risk.?
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