Legal Barriers to Clinical Integration and Proposed Solutions
LAW

WHAT IS PROHIBITED?

THE CONCERN BEHIND
THE LAW

UNINTENDED
CONSEQUENCES

HOW TO ADDRESS?

Antitrust
(Sherman Act §1)

Joint negotiations by
providers unless ancillary to
financial or clinical
integration; agreements that
give health care provider
market power

Providers will enter into
agreements that either are
nothing more than pricefixing, or which give them
market power so they can
raise prices above
competitive levels

Deters providers from
entering into procompetitive,
innovative arrangements
because they are uncertain
about antitrust
consequences

Guidance from antitrust
enforcers to clarify when
arrangements will raise
serious issues. DOJ
indicated it will begin a
review of guidance

Ethics in Patient
Referral Act
(“Stark law”)

Referrals of Medicare
patients by physicians for
certain designated health
services to entities with
which the physician has a
financial relationship
(ownership or
compensation)

Physicians will have
financial incentive to refer
patients for unnecessary
services or to choose
providers based on financial
reward and not the patient’s
best interest

Arrangements to improve
patient care are banned
when payments tied to
achievements in quality and
efficiency vary based on
services ordered instead of
resting only on hours
worked

Congress should remove
compensation
arrangements from the
definition of “financial
relationships” subject to the
law. They would continue to
be regulated by other laws

Antikickback law

Payments to induce
Medicare or Medicaid
patient referrals or ordering
covered goods or services

Physicians will have
financial incentive to refer
patients for unnecessary
services or to choose
providers based on financial
reward and not the patient’s
best interest

Creates uncertainty
concerning arrangements
where physicians are
rewarded for treating
patients using evidencebased clinical protocols

Congress should create a
safe harbor for clinical
integration programs

Civil Monetary Penalty

Payments from a hospital
that directly or indirectly
induce physician to reduce
or limit services to Medicare
or Medicaid patients

Physicians will have
incentive to reduce the
provision of necessary
medical services

As interpreted by the Office
of Inspector General, the
law prohibits any incentive
that may result in a
reduction in care (including
less expensive products)…
even if the result is an
improvement in the quality
of care

The CMP law should be
changed to make clear it
applies only to the reduction
or withholding of medically
necessary services

IRS Tax-exempt laws

Use of charitable assets for
the private benefit of any
individual or entity

Assets that are intended for
the public benefit are used
to benefit any private
individual, e.g., a physician

Uncertainty about how IRS
will view payments to
physicians in a clinical
integration program is a
significant deterrent to the
teamwork needed for
clinical integration

IRS should issue guidance
providing explicit examples
of how it would apply the
rules to physician payments
in clinical integration
programs

State Corporate Practice
of Medicine

Employment of physicians
by corporations

Physician’s professional
judgment would be
inappropriately constrained
by corporate entity

May require cumbersome
organizational structures
that add unnecessary cost
and decrease flexibility to
achieve clinical integration

State laws should allow
employment in clinical
integration programs

State insurance regulation

Entities taking on role of
insurers without adequate
capitalization and regulatory
supervision

Ensure adequate capital to
meet obligations to insured,
including payment to
providers, and establish
consumer protections

Bundled payment or similar
approaches with one
payment shared among
providers may
inappropriately be treated
as subject to solvency
requirements for insurers

State insurance regulation
should clearly distinguish
between the risk carried by
insurers and the noninsurance risk of a shared
or partial risk payment
arrangement

Medical liability

Health care that falls below
the standard of care and
causes patient harm

Provide compensation to
injured patients and deter
unsafe practices

Liability concerns result in
defensive medicine and can
impede adoption of
evidence-based clinical
protocols

Establish administrative
compensation system and
protection for physicians
and providers following
clinical guidelines
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