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Chart of 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 provid -
ers unless ancillary to finan -
cial or clinical integration; 
agreements that give health 
care provider market power

Providers will enter into 
agreements that either  
are nothing more than  
price-fixing, 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 in  
Feb. 2010.

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 (own -
ership 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 “finan -
cial relationships” subject 
to the law. They would 
continue to be regulated by 
other laws. 

Anti-kickback 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 arrange-
ments where physicians 
are rewarded for treating 
patients using evidence-
based 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 (OIG), 
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 physi -
cians 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 pay -
ments 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 inappropri -
ately be treated as subject 
to solvency requirements  
for insurers

State insurance regulation 
should clearly distinguish 
between the risk carried 
by insurers and the non-
insurance 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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Health care reform offers an
opportunity to achieve the type
of systemic changes that can
expand coverage, improve
quality and care coordination,
reward better care, promote
innovation and reduce cost.
But delivering on that promise
requires the removal of long-
standing barriers to clinical
integration among hospitals,
physicians and other care-
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givers.   
Clinical inte-

gration can take
many forms. In
some, different
providers may
collaborate to
tackle a single
condition, like
diabetes. In oth-
ers, the hospital, physicians and
other caregivers may function as
a single entity, working together
to provide seamless care to all
patients.

The AHA’s “Guidance for Clinical
Integration,” released in 2007, made
the case for more guidance on clinical
integration from federal antitrust
agencies. The working paper also pro-
vided proposed guidance on establish-
ing clinical integration programs and a
proposed legal analysis of how clini-
cal integration fits within established
analysis (To read the working paper,
visit “Highlights” under the “Clinical
Integration” section of www.aha.org).

While one size will never fit all in
the hospital or health care field, the
working paper asserts that legitimate
clinical integration programs would
not run afoul of antitrust laws and
policies. 

The paper discusses steps that hos-
pitals will likely need to take to devel-
op a clinical integration arrangement.
These include: establishing goals for
the program; determining its clinical
approach and participants; developing
mechanisms to monitor and control
use and enhance quality and efficien-
cy; building infrastructure, and decid-
ing when to begin negotiations with
payers. The AHA’s goal in releasing
the working paper was to foster a dia-
logue with antitrust agencies that
could lead to the government provid-
ing guidance aimed at providers – not
just antitrust lawyers – guidance that

could be understood by those in the
field responsible for fashioning clini-
cal integration arrangements and that
the agencies clearly endorsed.    

Response on Capitol Hill
Following release of the working

paper, several lawmakers on Capitol
Hill told the U.S. Department of Jus-
tice (DOJ) and the Federal Trade
Commission (FTC) that they support
the AHA’s call for greater guidance.
They have continued to press the
antitrust agencies for action. 

In a Nov. 3 letter to the DOJ and
the FTC, five senators – Judiciary
Committee Chairman Patrick Leahy,
D-VT, Herb Kohl, D-WI, chairman of
Judiciary’s antitrust, competition poli-
cy and consumer rights subcommittee,
Sheldon Whitehouse, D-RI, Dianne
Feinstein, D-CA, and Arlen Specter,
D-PA – called on the antitrust agencies
“to work with the hospital and
provider communities to develop clear
and user-friendly guidance for hospi-
tals, physicians and other health care
providers seeking to explore clinical
integration.”

In response, Assistant Attorney
General Ronald Weich on Dec. 14
wrote the senators that DOJ is com-
mitted to “providing clear guidance to
health care providers and others in the

The AHA has long recognized
the importance of clinical integra-
tion. Nearly five years ago, I had
the privilege of chairing an AHA
task force that looked very deeply
into past practices in health care
delivery that led to the fragmenta-
tion we see today. 

The need for change was
apparent everywhere we looked.
Not in the individual practices,
but in how practitioners and hos-
pitals could better connect with
each other, for the benefit of the
patient. What the task force found
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AHA’s ‘guidance’ spurs dialogue with
antitrust agencies on clinical integration

can be boiled down to six simple
words:  “Superior health care
calls for teamwork.”  

At its heart, clinical integration
is teamwork: hospitals, doctors,
nurses and other caregivers work-
ing together to make sure patients
get the right care, at the right
time, in the right place. The Insti-
tute of Medicine’s (IOM) seminal
work on quality created a frame-
work for the field that has
become its mantra: care that is
safe, effective, efficient, timely,
equitable and patient centered.
Achieving the IOM’s quality
goals demands that hospitals and
physicians work together as never
before.

Like so much else in health
care, clinical integration should
be easier than it is; a number of
legal obstacles discourage many
hospitals and doctors from pursu-
ing it. They range from confusing
antitrust policies to outdated rules
governing relationships between
hospitals, doctors and other care-
givers.

As the AHA’s task force on
delivery system fragmentation
ended its work in 2005, the
AHA’s work on promoting clini-
cal integration was just begin-
ning. 

In 2007, the AHA asked former
Federal Trade Commission (FTC)
officials to help the association craft
guidance for the hospital field on
antitrust clinical integration. We
shared the paper, “Guidance for Clini-
cal Integration,” with the FTC, the
Department of Justice’s (DOJ)
Antitrust Division, as well as those on
Capitol Hill who oversee antitrust pol-
icy. (For more on the paper, see the
article below.) 

We are working with DOJ’s
Antitrust Division and the FTC on
creating more user-friendly guidance
for hospital-physician collaboration.
As part of that effort, I participated in
a 2008 FTC workshop on clinical inte-
gration and spoke about its impor-
tance to the nation‘s hospitals and
their patients. 

I contended that the rules them-
selves are not unsolvable barriers to
clinical integration. The real barrier is
confusion about what the laws do and
do not allow. I also discussed the need
to tackle other legal and regulatory
barriers, such as the Stark, anti-kick-
back and civil monetary penalty laws.
Solutions include safe harbors, clear
congressional directives and refocus-
ing the law on its original intent. 

The AHA also kept the issue on the
congressional radar screen through
our Health for Life initiative, a frame-
work for genuine health reform built
upon goals and ideas for creating bet-
ter, safer, more affordable care and a
healthier America. I served as chair-
man of Health for Life’s advisory
group on clinical integration, which
recognized that harnessing its power is
key to meaningful health reform, and
the quality and efficiency improve-
ments it promises. 

Many hospitals are using a broad
range of approaches to work more
closely with physicians and other
providers. 

But hospitals seeking greater inte-
gration must overcome various legal
hurdles that often force them to spend
substantial time and expense in find-
ing solutions. 

Let’s bring the health care rules and
regulations governing clinical integra-
tion into the 21st Century. Congress
and the administration should act now
to clear these hurdles and allow hospi-
tals to forge the teamwork that can
lead to superior health care. 

Petasnick is president of Froedtert
& Community Health in Milwaukee
and a former AHA chairman.

PETASNICK

CLINICAL INTEGRATION Then-AHA Chairman Bill Petasnick participated in a 2008 Federal Trade Commission workshop
on clinical integration. He called on federal agencies to provide clarity and guidance so antitrust laws and other laws
and regulations do not thwart hospital efforts to align with doctors to improve the quality and efficiency of patient care.  

health care industry to help
them identify and understand
any antitrust issues as they
explore new ways to collaborate
to increase efficiency and bene-
fit consumers through lower
cost, higher quality care.” He

said the department soon will
“launch the beginning of [a guid-
ance] review process with indus-
try, consumers and other interest-
ed parties.” FTC Chairman Jon
Leibowitz on Nov. 18 wrote a
similar letter.

On a related note, nine Democ-
ratic senators on Dec. 23 wrote the
antitrust agencies, reiterating con-
cerns expressed a month earlier by
Leahy, Kohl and other Judiciary
committee members, and urging
them to review legal barriers to

collaboration. “Clear and accessi-
ble guidelines on forming collab-
orative care models are critical to
help spur streamlined, quality,
low-cost care,” wrote the senators,
adding that “true delivery system
reform needs to move forward.” 

The table above comes from the new AHA TrendWatch report “Clinical Integration – The Key to Real Reform.” For more information on
the report, click on the “Research and Trends” section of www.aha.org.

Chart of legal barriers to clinical integration and proposed solutions

Hospital efforts at clinical
integration span a broad spec-
trum of arrangements. At one
end are targeted initiatives by a
hospital and a subset of its vol-
untary medical staff to address 
a particular clinical condition 
or procedure.

For example, a hospital and its
orthopedic surgeons work togeth-
er on an initiative to reduce the
costs of knee or hip implants by
developing specific protocols and
concentrate implant purchases
from a smaller number of manu-
facturers. At the other end are
health systems in which physi-
cian groups and hospitals are
under the same ownership or are
otherwise fully integrated eco-
nomically.

There are arrangements at all
points along the continuum. For
example, hospitals in the “mid-
dle” of the spectrum would

The clinical integration spectrum
include those who employ a sub-
stantial number – but far less than
all – of their physicians. Another
example in the middle of the con-
tinuum would be a hospital that
has an active physician-hospital
organization. Some hospitals and
physicians have long-established
approaches to clinical integration.
Others are starting with limited
initiatives, and plan to expand if
these prove successful.

The benefits of clinical inte-
gration include:

● A patient’s status is tracked
from setting to setting with
no gaps in continuity of care;

● Chances of medication errors
or mistakes are reduced; 

● Duplication is eliminated for
both clinical and administra-
tive work; and

● Hospitals and physicians
share the cost of information
technology.

The key to real health care reform is tackling 
barriers standing in way of clinical integration 


