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RE: Workshop regarding Accountable Care Organizations, and Implications Regarding 
Antitrust, Physician Self-Referral, Anti-Kickback, Civil Monetary Penalty (CMP) Laws 
 
Dear Secretary Clark, Dr. Berwick and Inspector Levinson: 
 
On behalf of our more than 5,000 member hospitals, health systems and other health care 
organizations, and our nearly 40,000 individual members, the American Hospital Association 
(AHA) welcomes your decision to convene a workshop and to examine how your enforcement of 
the antitrust, physician self-referral, anti-kickback and civil monetary penalty laws will affect 
achievement of health care reform’s goal of transforming the health care delivery system through 
the integrated delivery of care.  As you point out in the Federal Register notice announcing the 
workshop, the Patient Protection and Accountable Care Act (ACA) “seeks to improve the 
quality of health care services and to lower health care costs by encouraging providers to create 
integrated health care delivery systems.”  While we understand your interest in the potential of 
accountable care organizations (ACOs), which are still undefined in regulation, we urge you to 
look more broadly at the impact your enforcement of these laws is having on the variety and 
spectrum of clinical integration activities that will be necessary to achieve the ACA’s goals.   
 
The AHA and its members have long advocated the benefits of coordinated care and sought 
ways to address the problems of a fragmented health care delivery system.  Through its most 
recent initiative,  Health for Life: Better Health, Better Health Care, the AHA offered a 
framework for change – a set of goals and ideas for creating better, safer, more affordable care  
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and a healthier America.  A key component of that initiative was eliminating the legal and  
regulatory barriers to greater collaboration and teamwork between hospitals and other providers.  
We agree that how you enforce the laws on which this workshop focuses will be key to 
determining whether the clinical integration necessary to achieve the goals of health care reform 
will occur.    
 
The AHA has done significant work examining the current impact of these laws on the ability of 
providers to work cooperatively to improve the quality and efficiency of the care they deliver to 
patients, and the serious impediments these laws create.  We appreciate the opportunity to share 
what we have learned and look forward to working with you to achieve the necessary changes. 
 
Since 2007, the AHA has urged the federal agencies to recognize the public policy imperatives 
for clinical integration and called for guidance and enforcement of the laws to enable hospitals 
and others to work together.  The passage of health care reform makes the need for additional 
guidance and appropriate enforcement of these laws even more critical.  Although CMS has yet 
to issue proposed regulations governing ACOs and bundled payments, or any of the other ACA 
initiatives designed to encourage clinical integration, hundreds of hospitals throughout the 
country have begun to consider ways that they can collaborate with physicians and other 
providers.  A recurring concern in these planning discussions has been how to ensure that such 
efforts can withstand legal scrutiny. 
 
Through the attached documents we hope to provide information about the landscape of clinical 
integration activity – what is being attempted or done, and what cannot be done – under the 
current legal regime, as well as a drill-down look at the individual laws, the impediments we 
have identified, and recommendations for the kind of changes that are needed.    
 
The 2010 Trendwatch report, “Clinical Integration – The Key to Real Reform,” examines how 
hospitals are working with physicians and other care providers to more closely coordinate care, 
and the legal and regulatory barriers to this critical element of health care reform.  A chart at the 
end of the report summarizes which federal and state laws apply to clinical integration and the 
unintended consequences of their current application. 
 
The 2010 AHA Research Synthesis Report, “Accountable Care Organizations,” presents an 
overview of ACOs, including a discussion of their potential impact, key questions to consider in 
developing an ACO, and a review of the key competencies needed to be an effective ACO.  The 
report is focused on the overall concept of ACO with highlights of the specifics of the ACO 
model proposed in health reform legislation.   
 
The recently revised “Guidance for Clinical Integration,” a working paper developed in 2007, 
was prepared for the AHA by a team of antitrust experts.  It includes a road map for hospitals 
and other providers spelling out what they need to consider in establishing a clinical integration 
program, as well as a discussion aimed primarily at hospital counsel on some of the more 
difficult antitrust issues raised by such efforts.   The AHA recognizes that considerable 
information has been provided in recent years by the FTC.  What is missing, however, is user-
friendly, officially backed guidance that clearly explains to caregivers what issues they must 
resolve to embark on a clinical integration program without violating the antitrust laws. 
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The set of fact sheets, “Getting More Reform from Health Reform: Five Barriers to Clinical 
Integration in Hospitals (and what to do about them),” describe, in summary form, how each of 
the four laws that are the subject of the workshop, as well as the Internal Revenue Code, create 
barriers to clinical integration – the foundation for achieving the goals of the ACA.  The 
physician self-referral law is premised on compensation arrangements for services rendered, an 
“hours worked” approach, that is out of sync with clinical integration, where compensation is 
linked to the achievement of  results or use of clinical protocols or best practices.  Its regulations 
have become a tight web of confusing and changing requirements that place hospitals at risk for 
serious sanctions based on inadvertent or procedural violations.  
 
The civil monetary penalty (CMP) law is a vestige of concerns in the 1980’s that Medicare 
patients might not receive the same level of services as other patients after the prospective 
payment system was implemented.  In today’s environment, it is impeding clinical integration 
programs.  While health reform is about encouraging the use of best practices and clinical 
protocols, using incentives to reward physicians for following best practices and protocols can be 
penalized under current enforcement of the CMP law.  The antikickback law has been stretched 
to cover any financial relationship between a hospital and physician.  The result is that rewards 
for a physician following best practices or evidence-based protocols could be construed as 
violating the statute.  The ACA is driving providers to clinically integrate to serve Medicare 
beneficiaries.  Regulatory oversight of financial relationships between hospitals and physicians 
must also change to enable the clinical integration that is essential to achieve ACA’s goals. 
 
Clinical integration is important.  Meaningful health care reform, and the quality and efficiency 
improvements it promises, is built around the teamwork clinical integration creates.  The AHA 
looks forward to working with the agencies to assure the legal and regulatory framework is in 
place to enable hospitals, physicians, and other providers, to work together so the full benefits of 
clinical integration are realized and the goals of health care reform are achieved.   
 
If you have any questions, feel free to contact me at (202) 626-2336 or mhatton@aha.org. 
 
Sincerely,  

 
Melinda Reid Hatton 
Senior Vice President and General Counsel 
 
Attachments: 
 Trendwatch, “Clinical Integration – The Key to Real Reform”   
AHA Research Synthesis Report, “Accountable Care Organizations” 
“Guidance for Clinical Integration” 
“Getting More Reform from Health Reform: Five Barriers to Clinical Integration in Hospitals  
      (and what to do about them)” 



 
 

Guidance for Clinical Integration 

(Updated) Working Paper 

September 2010 

 

AHA Introduction 

In 2007, the American Hospital Association (AHA) urged the Department of Justice’s 
(DOJ) Antitrust Division and the Federal Trade Commission (FTC) to provide further guidance 
on clinical integration to address the uncertainty that many caregivers face when seeking to 
ensure that their collaborative activities are consistent with the antitrust laws.  To prompt an open 
discussion of these issues, the AHA issued a “Working Paper” that included a road map for 
hospitals and other caregivers on what they need to consider in establishing a clinical integration 
program, as well as a discussion aimed primarily at hospital counsel on some of the more 
difficult antitrust issues raised by such efforts.  An updated version of the Working Paper is 
attached to these comments. 

 The passage of health care reform makes the need for additional guidance even more 
imperative.  Although the Centers for Medicare & Medicaid Services (CMS) has yet to issue 
proposed regulations on accountable care organizations, bundled payments, or any of the other 
initiatives to encourage clinical integration that are in the Patient Protection and Accountable 
Care Act (ACA), hundreds of hospitals throughout the country have begun to consider ways that 
they can collaborate with physicians and other caregivers and providers.  A recurring concern in 
these planning discussions has been how to ensure that such efforts can withstand antitrust 
scrutiny.  The AHA recognizes that considerable information has been provided in recent years.  
The published FTC staff advisory opinions on individual clinical integration programs can be 
helpful for those already knowledgeable about antitrust.  However, they do not provide that 
much comfort for most of AHA’s members, particularly because they are very fact dependent, 
and the process for obtaining an opinion is burdensome, time consuming and very expensive.  
Therefore, the AHA continues to urge the agencies to issue further guidance for providers, and 
suggests that a useful starting point is the attached Working Paper. 

A substantial part of the AHA Working Paper, and much of the discussion about antitrust 
and clinical integration, has focused on what are the constituents of clinical integration, and 
when joint negotiations may commence.  These are, of course, crucially important threshold 
questions for any planned clinical integration program.  But given the tremendous incentives in 
health care reform and related market forces to achieve significant efficiencies and quality 
improvements, it is likely that there will be many collaborations that clearly reflect substantial 
clinical integration and for which joint negotiations are reasonably necessary for success.  For 
these efforts, the greater antitrust uncertainty will be whether such collaborations might be 
considered anticompetitive under the rule of reason. 
 

A rule of reason inquiry is, of course, highly fact dependent, and inevitably there will be 
situations in which an antitrust assessment would be required to determine whether the venture, 



 
 

on balance, would have anticompetitive effects.  Nevertheless, here too, the agencies can provide 
useful guidance on how they will make such assessments.  It is also possible for the agencies to 
identify certain situations where it is implausible for the collaboration to have the market power 
to cause anticompetitive effects.  “Safety zones” for such situations will provide assurance to 
those qualifying collaborations that they should have little concern about an antitrust challenge.    

 
The AHA submits that the following principles should apply to any rule of reason 

assessment of a clinical integration program. 
 
There is no basis for favoring financial integration over clinical integration.   The 

distinction between clinical integration and financial integration is becoming increasingly 
blurred, as clinical integration programs inevitably require substantial financial investments, and 
many, if not most, include various financial penalties and incentives.  Moreover, clinical 
integration is actually a more compelling objective than financial integration – it is aimed 
directly at improving care and lowering costs.  In contrast, the internal financial arrangements 
among a group of individual providers are really of no public concern.  In short, the analysis of a 
provider collaboration under the rule of reason should be guided by the same antitrust principles 
that apply to other competitor collaborations.  Clinically integrated arrangements should not be 
viewed as inherently more suspect or more likely to cause competitive harm than those 
arrangements that rely exclusively on financial integration. 

 
High market shares do not necessarily imply that a collaboration will be 

anticompetitive.  Market shares are simply one tool among many to assess whether market 
participants possess market power.  Defining relevant markets can be a very difficult and 
uncertain endeavor.  This is especially likely with provider collaborations that will typically span 
many different types of health care providers and specialties, and therefore require multiple 
product and geographic market inquiries.  Moreover, in many cases, even high market shares 
may not be problematic.  This may occur, for example, where entry barriers are low, or a 
collaboration is non-exclusive and employs methods to reduce the risk of anticompetitive 
spillover.  The agencies recognized these principles in the recently revised Horizontal Merger 
Guidelines, which give greater weight than prior guidelines to various types of evidence other 
than market shares, revise upwards the market share benchmarks, and emphasize that the 
benchmarks should not be viewed as providing a rigid screen. 
 
 Low market shares, however, can provide assurance that a collaboration will not 
exercise market power.  The agencies have recognized this and have stated that, absent 
extraordinary circumstances, they will not challenge an exclusive physician network joint 
venture whose physician participants share substantial financial risk and constitute 20 percent or 
less of the physicians in each physician specialty with active hospital staff privileges who 
practice in the relevant geographic market.  This safety zone is expanded to 30 percent for a non-
exclusive physician network joint venture.  As described below, this safety zone should be 
revised and expanded, but it and other safety zones illustrate how the agencies have employed 
market-share screens to provide guidance to the business community.  
 

The agencies should affirmatively acknowledge the potential efficiencies from 
exclusive network arrangements.   The agencies are correct in recognizing that a non-exclusive 



 
 

network with a high market share poses less risk of anticompetitive effects than an exclusive 
network with a comparable share, because health plans are free to contract directly with the non-
exclusive network members outside of the network arrangement.  For this reason, the FTC has 
given favorable responses to Advisory Opinion requests involving proposed non-exclusive 
networks with market shares as high as 100 percent where the networks have shown the need for 
such a high level of participation and have instituted safeguards against anticompetitive spillover 
effects.   

 
On the other hand, there is no reason for the agencies to favor non-exclusive networks 

over exclusive networks where the share of the network is so small that it will not be able to 
exercise market power.  Indeed, in such circumstances, exclusive arrangements are likely to be 
more procompetitive since they may be better able to facilitate the creation of efficiencies and 
minimize the risk of free-riding. Unfortunately, the agencies’ existing safety zone disfavors 
exclusive arrangements by limiting their market shares to 20 percent as opposed to 30 percent for 
non-exclusive arrangements.  Moreover, the typical FTC consent in physician network cases has 
not allowed joint negotiations with an exclusive arrangement – no matter how small – without 
prior FTC approval.  The agencies should explicitly acknowledge that exclusive provider 
collaborations can have substantial procompetitive benefits, and not disfavor such arrangements 
where they have low market shares. 

 
The agencies should revise their safety zones for provider collaborations that are 

financially or clinically integrated.  The existing safety zones are far too limited to address 
most of the clinical integration efforts now under consideration.  For example, they would not 
cover a hospital/physician collaboration.  Nor would they cover the large number of 
arrangements that would exceed the 20 percent/30 percent thresholds by even modest amounts in 
order to ensure a broad array of physician specialties.  The safety zones should be expanded and 
refined as follows: 

 
• The safety zones should cover all provider collaborations – including those 

involving hospitals and other non-physician providers.  There is no justification to 
limiting the safety zones to physician network joint ventures – they should apply 
equally to collaborations involving hospitals, physicians, and other types of providers.  
Indeed, a principal goal of current clinical integration efforts is to increase 
collaboration among various types of providers, including hospitals and physicians; 
disqualifying such arrangements from safety zone treatment makes no sense. 

 
• The safety zone should cover clinically integrated as well as financially 

integrated arrangements.  There is no justification for treating financially and 
clinically integrated networks differently with respect to a safety zone where the 
providers’ market share cannot plausibly raise market power concerns.     

 
In short, as long as a provider collaboration, through various forms of financial 
integration, clinical integration, or both, has shown that it warrants rule of reason 
treatment, then it should be eligible for a safety zone based on low market shares. 
 



 
 

• The safety zone for financially or clinically integrated provider collaborations 
should extend to either exclusive or non-exclusive arrangements that involve less 
than 35 percent of the providers in the relevant product and geographic 
markets.   The Health Care Policy Statements in Statement 7 establish a safety zone 
for joint purchasing arrangements where: (1) the arrangement accounts for less than 
35 percent of the total sales of the purchased product or service in the market; and (2) 
the cost of the products and services purchased jointly accounts for less than 20 
percent of the total revenues from all products or services sold by each competing 
participant in the joint purchasing arrangement. 

 
The agencies set the first prong of the joint purchasing safety zone at 35 percent 
because a joint purchasing arrangement with a lower market share is not likely to be 
able to set prices below a competitive level.  For the same reason, a provider 
collaboration – whether exclusive or non-exclusive – with less than a 35 percent share 
is unlikely to be able to set prices above a competitive level.  Moreover, there are 
compelling reasons to increase the current safety zones from 20 percent/30 percent 
because, in many markets, these thresholds are below what is realistically needed to 
provide a full panel of providers spanning a broad array of specialties.  Similarly, the 
fact that a hospital with a market share of 20-35 percent participates in a provider 
collaboration should not disqualify it from the safety zone. 

 
The agencies should reiterate that many arrangements that do not qualify for safety 

zone treatment may nevertheless be lawful.  In many cases, provider collaborations for a 
variety of reasons will not meet the stringent safety zone tests – yet still be able to survive rule of 
reason scrutiny.  Moreover, the most innovative and efficient arrangements are likely to expand 
and the antitrust laws should not stand in the way of natural growth by virtue of greater market 
acceptance.  It is crucial, therefore, that the agencies clearly explain that the safety zones are 
simply conservative signposts that will give providers the assurance that, if they are met, they 
will survive a rule of reason inquiry – but that many arrangements that do not meet these 
stringent tests can still survive rule of reason review.   
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The following is the prepared statement of the American Hospital Association panel 
representative. 
 
I’m Jonathan Diesenhaus, a partner at Hogan Lovells, participating on behalf of the American 
Hospital Association (AHA).  The AHA and its more than 5,000 member hospitals, health 
systems and other health care organizations, and its nearly 40,000 individual members, 
appreciate the opportunity to be part of this workshop.  All welcome your decision to take a 
combined look at how your enforcement of current law will affect the achievement of Congress’ 
goals - to transform the health care delivery system through the integrated delivery of care.   
 
Congress has laid down a major challenge to providers and the agencies to change the delivery 
system.  Regardless of the acronym used for the future delivery system – the essentials will be 
the same: cooperation, coordination, integration across providers to improve care for all patients 
– beneficiaries and others.  Providers will only be able to do that if the enforcement of current 
laws similarly recognizes that imperative.  We agree that how you enforce the self-referral, 
antikickback, and civil monetary penalty laws (as well as how the antitrust laws and Internal 
Revenue Code are enforced) will largely determine the success of health care reform 
 
The AHA appreciates the opportunity to share our assessment of current legal and regulatory 
impediments to achieving the goals of health reform.  Its comment letter provides more detail on 
these regulatory and legal issues and its recommendations.   
 
 
 
 
 



AHA Statement for the Record  2 
 

 
As a starting point, we urge you to look broadly at the impact of your enforcement of these laws 
on clinical integration activities.  While we understand your interest in the potential of 
accountable care organizations (ACO), an ACO is still more an idea than a specific entity.  It 
will, and should, evolve over time.  To achieve the goals of health reform, a variety and 
continuum of clinical integration activities will be necessary.   
 
We also urge you to make full use of the waiver authority granted by Congress to enable the field 
to essentially reinvent care delivery.  Congress has set-the-table for CMS and OIG to exercise 
your oversight of providers to foster and not inhibit achieving the goals of reform.  Protection is 
as essential to enable providers to take the first steps towards integration as it is for realizing the 
most complete and comprehensive integrated systems.  The reality for providers is that the care 
systems they develop along their integration journey should be available to all patients.  
Protecting only arrangements involving Medicare patients or, more problematically, only 
Medicare patients considered part of an ACO, will constrain and even eliminate innovation.   A 
multi-track system for care, akin to double-blind drug trials, is impractical and unfair to patients.  
 
Congress’ message to providers is clear - break down your silos and work together.  The same 
applies for the agencies, if delivery reform is to be achieved.  The self-referral, antikickback and 
CMP laws were based on the need to keep hospitals and physicians at arm’s length, so nearly 
every financial relationship is viewed with suspicion – even if it’s an incentive to spur teamwork 
and quality improvement.  Under the new framework of health reform, hospitals and physicians, 
and other providers must work together, aligned through clinical data and financial incentive to 
work as a cohesive team.  A new forward-thinking regulatory framework is required to achieve 
the goals of reform.   
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AMERICAN HOSPITAL ASSOCIATION:  
MOVING FORWARD ON CLINICAL INTEGRATION GUIDANCE1 

 
 The American Hospital Association (“AHA”) represents more than 5,000 member 
hospitals, health systems and other health care organizations, and nearly 40,000 individual 
members.  In 2007, AHA initiated a project to provide better guidance to hospitals and other 
health care providers on establishing and implementing clinical integration (“CI”) programs 
consistent with the antitrust laws.  With this goal in mind, AHA developed the initial version of 
this working paper which it shared with the Federal Trade Commission (“FTC”) and the 
Department of Justice (“DOJ”) (collectively the “Agencies”) and AHA’s members.  The paper 
includes: (1) Proposed Guidance on Establishing Clinical Integration Programs, which is 
designed to provide a road map for hospitals and other providers on what they need to consider in 
establishing a CI program; and (2) Proposed Legal Analysis aimed primarily at counsel, which 
expands on the guidance that the Agencies have furnished and addresses some of the more 
difficult antitrust issues raised by CI programs. 
 

AHA embarked on this project because it recognized the critical importance of  
clinical integration for efforts by health care providers to improve quality and efficiency.  
Developments since 2007 have underscored this importance.  The Health Information 
Technology for Economic and Clinical Health (“HITECH”) provisions that Congress enacted as 
part of the stimulus package in early 2009 committed billions of federal dollars to create 
incentives for providers to develop the health information technology infrastructure that is a key 
component of effective collaboration.2   Even more significant are the provisions of the Patient 
Protection and Affordable Care Act (“The Affordable Care Act”) that are aimed at fostering 
clinical integration.  As CMS Administrator Donald Berwick has observed, “[t]he Affordable 
Care Act will help us pay for quality and outcomes, not volume, with innovative tools such as 
bundled payments, incentives for hospitals that prevent readmissions, and accountable care 
organizations in which health-care providers who work in teams deliver better care with lower 
costs.”3 

As a result, hospitals are now investing an unprecedented amount of effort in 
exploring a large variety of ways that they can work more closely with physicians and other 
providers.  The need for clear guidance on how they accomplish such clinical integration 
consistent with antitrust and other laws has never been greater.  This document has been prepared 
as one step in providing guidance to the hospital field on what issues should be considered as CI 
programs are developed.  AHA looks forward to a continuing dialogue with the FTC and DOJ 
regarding the antitrust issues associated with CI programs, and how they can be addressed.  AHA 
believes that it can provide valuable input from hospitals regarding how CI programs can be 
structured and implemented, outside of the context of ongoing investigations, and contribute to 
the Agencies’ consideration of how the antitrust laws should be applied to such efforts.   

In providing its Proposed Guidance and Proposed Legal Analysis, AHA 
recognizes that each CI program must be tailored to meet the needs and circumstances of the 
providers involved and community in which they operate, and that there is therefore no “one size 
fits all” CI program.  Similarly, AHA appreciates that there is no simple checklist that can be 
followed which will guarantee that a proposed CI program will not raise any antitrust issues.  
Indeed, these materials are not intended to be definitive legal advice.  As organizations begin the 
process of considering such programs, they should do so in consultation with counsel, bearing in 
mind that these programs also may implicate other areas of law, including tax exemption and 
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“fraud and abuse” laws.4  Nor are these materials intended to create a self-regulatory scheme or 
any sort of immunity from antitrust scrutiny.   

Instead, these materials are intended to foster discussion with the FTC and DOJ 
in the hope of providing useful guidance on what is involved in establishing a CI program – one 
that offers the benefit of collaboration across providers to ensure better, more coordinated 
delivery of health care services – and the type and level of antitrust scrutiny that should be 
applied to certain aspects of such programs.  Both AHA and the Agencies can benefit from 
sharing information and ideas on these issues. 
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PART ONE: INTRODUCTION 
 

A. The Need for Greater Collaboration Among Health Care Providers 
to Improve Quality and Efficiency  

The need for greater collaboration among health care providers has never been 
more compelling.  Persistent fragmentation contributes to gaps in quality and efficiency that 
adversely impact providers and their patients.  AHA has long recognized the importance of 
collaboration in health care, particularly between hospitals and physicians.  A 2005 AHA Task 
Force on Delivery System Fragmentation supported “the integration of clinical care across 
providers, across settings and over time” as an important strategy to foster collaboration and, 
consequently, to improve the quality and efficiency of care.5  A recent AHA Trendwatch 
publication entitled “Clinical Integration – The Key to Real Reform”6 highlighted the crucial role 
of clinical integration in achieving the kind of systemic change needed in how health care 
delivery system. 

In health care, collaboration, quality and greater efficiency are inextricably 
related.  Prominent health care leaders Denis Cortese and Robert Smoldt, respectively CEO and 
chief administrative officer with the Mayo Clinic, summarized it succinctly: “Physicians need 
hospitals; hospitals need physicians.  And, most of all, patients need their providers to work 
together.”7  Such integration, they note, “will help us reach a common vision . . . [for] health care 
that is safe, efficient, timely, equitable, and patient centered.”8  

At the same time, health care providers are actively looking for strategies to 
address unhealthy and wasteful fragmentation, they also are under increasing pressure from 
others – government and private payers in particular – to improve efficiency and quality.  The 
need for efficiency is longstanding.  In a 2000 report, To Err is Human: Building a Safer Health 
System,9 the IOM called for improvements in the way care is delivered and particularly stressed 
the importance of creating systems that support caregivers and minimize risk of errors.  In its 
subsequent 2001 report, Crossing the Quality Chasm: A New Health System for the 21st 

Century,10 the IOM challenged the adequacy and appropriateness of the current health care 
system to address all components of quality and meet the needs of all Americans.  According to 
the report, a 21st Century system should provide care that is “evidence-based, patient-centered, 
and systems-oriented.”11   

A number of commentators, including the IOM, advocate linking provider 
payment to provider performance on quality measures, because such an approach is “one of 
several mutually reinforcing strategies that collectively could move the health care system toward 
providing better-quality care and improved outcomes.”12  Numerous pay-for-performance and 
incentive programs have been launched in the private sector in recent years, and such efforts also 
have been incorporated into Medicare payment systems for both hospitals and physicians.  The 
Affordable Care Act is accelerating such efforts through provisions for accountable care 
organizations, incentives for hospitals to prevent readmissions, and demonstrations for innovative 
reimbursement approaches including bundled and episode-of-care payments.  To be effective, 
such programs need to foster collaboration by aligning hospital and physician incentives, 
encouraging them to work toward the same goals of improving quality and patient safety, and 
providing effective and appropriate care to create better health outcomes.   

Because hospitals provide the organized locus for so much health care and many 
already have installed health information systems, they have been a primary target for quality 
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improvement efforts.  Thus, the Medicare program’s principal consumer-focused quality initiative 
has focused on hospitals and has been developed in collaboration with the Hospital Quality 
Alliance (“HQA”).  The HQA is a public-private collaboration established to promote reporting 
on hospital quality of care.  The HQA consists of organizations that represent consumers, 
hospitals, doctors, employers, accrediting organizations, and federal agencies.13    

Physicians face special challenges as they strive to improve performance.  “Most 
physicians remain in solo or small group practices and have neither the capital nor organizational 
capacity to invest in health information systems, the implementation of care management 
protocols, or ongoing quality improvement initiatives.”14  Thus, it is unclear whether physicians 
in solo or small practices can devote the resources to even comply with the growing number of 
pay-for-performance programs. 

One approach that some physicians have taken to improve their efficiency and 
quality is to merge their practices into much larger physician groups or to be acquired by 
hospitals or other entities.  Another approach which could be attractive to the large numbers of 
physicians who wish to remain in small practices is to “clinically integrate” so that they can 
remain independent, but can work together in ways that enable them to reap many of the benefits 
of practicing as part of a larger group or in a hospital system.15  

B. The Benefits of Clinical Integration 

Clinical integration is attractive to health care providers because it is viewed as 
an effective remedy to fragmentation.  In essence, clinical integration involves providers working 
together in an interdependent fashion so that they can pool infrastructure and resources, and 
develop, implement and monitor protocols, “best practices,” and various other organized 
processes that can enable them to furnish higher quality care in a more efficient manner than they 
likely could achieve working independently.  Such programs can enable primary care physicians 
(“PCPs”) and specialists of all kinds to work more closely with each other in a coordinated 
fashion. 

There are many benefits to a hospital, other providers and patients from 
implementing a CI program.  They include: 

• Foster Collaboration to Improve Quality of Care.  Collaboration is 
particularly important in health care.  Gaps in quality can more effectively be 
addressed by better coordination among providers.  CI programs can allow 
providers to better align their efforts to improve quality and patient safety in 
line with the six aims outlined in the IOM’s 2001 report on quality 
improvement strategies.16 

• Improve Quality and Efficiency for Independent Providers.  Independent 
providers who wish to continue to work in solo or small group practices, yet 
access the infrastructure, staff, economies of scale and scope, and “best 
practices” that clinically-integrated arrangements can provide, can enable 
them to significantly improve the quality and efficiency of their practices.  

• Enable providers to perform well in Pay-for-Performance and other 
public reporting initiatives.  There is an increasing emphasis on linking 
payment to performance on various quality and efficiency measures, and to 
use public reporting mechanisms to identify for patients, employers and 
health plans those providers who achieve high performance scores.17  
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Clinical integration efforts can enable providers to perform better in such 
initiatives.  For hospitals, such programs can enable a hospital to attract more 
patients and increased reimbursement to reflect their higher quality.  

• Gain experience in forming provider organizations responsible for an 
entire episode of care or population of patients.  There is growing interest 
in both the public and private sectors to structure reimbursement systems  
based on provider organizations taking responsibility for the care of a 
population of patients, or for an episode of care.18  Such provider 
organizations would need to span both hospitals and physicians practicing in 
a broad range of specialties.  Clinically-integrated physician-hospital 
organizations can provide experience with, and form the basis of, such 
entities.  

• Provide a vehicle for a hospital to work more closely with members of its 
medical staff.  CI programs can provide a focal point around which hospitals 
can more closely associate with their physicians to build an integrated system 
of care.  A CI program also can provide a hospital with many more 
monitoring and enforcement tools than are available to the hospital through a 
typical medical staff organization, including the payment of financial 
incentives for members who actively participate in the program and penalties 
for those who do not.  

• Provide the means whereby providers can obtain greater reimbursement 
to cover the added costs of their efforts and which recognize the 
increased value of the services that they offer.  A properly established and 
implemented CI program can justify joint negotiations by competing 
providers that would otherwise be unlawful under the antitrust laws.  Such 
joint negotiations also can offer significant efficiencies for both providers 
and health plans in negotiating and administering contracts. 

C. Hospitals Can Play a Unique Role in Clinical Integration Efforts 

Hospitals are in a unique position to provide a focal point and leadership for CI 
programs.  Hospitals already have access to the great majority of practicing physicians in the 
community.  The average U.S. hospital has an extended medical staff of 88 physicians per 
hundred beds.19  In fact, “virtually all physicians are either directly or indirectly affiliated with a 
local acute care hospital, whether through their own inpatient work or through the care patterns of 
the patients they serve.”20  Moreover, a medical staff provides a network of physicians who 
already are likely to be largely referring to each other, upon which further efforts can be built.  
Thus, a CI program can further reinforce the interdependence among the existing medical staff 
and can capitalize on and enhance these collaborative efforts.  A CI program also can build on 
pre-existing hospital initiatives to improve quality and efficiency without “reinventing the 
wheel.” 

Typically, it is difficult for physicians to access capital required to invest in 
information technology (“IT”).  Many hospitals have greater access to capital for investments in 
IT that gather information on and analyze physician practice patterns.  Hospitals’ ability to share 
IT with independent physicians, particularly electronic medical records (“EMRs”), has been 
greatly improved by recent regulatory changes to the Stark and anti-kickback laws.21  Prior to 
those changes, those laws presented nearly insurmountable barriers to such an endeavor.  The 
ability to share EMRs with physicians offers hospitals an unprecedented opportunity to employ 
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technology that better enables them to work together with physicians to improve the quality of 
care.  Access to this type of technology, data and information, particularly when claims data are 
not available, can be important to the success of any CI program.   

Moreover, hospital involvement ensures ready access to extensive information 
about hospital-based care.  This information can be critical to the success of a CI program.  It can 
be used to monitor the progress of the program, and to determine if providers are delivering 
consistent, higher quality services, which is the goal of any clinical integration initiative.  

D. The Need for Greater Guidance on Clinical Integration 

As discussed above, AHA views clinical integration as a means of ensuring 
better, more coordinated delivery of healthcare services.  In an effort to ensure that its members 
are not inhibited in creating such programs due to antitrust concerns, AHA has also taken every 
opportunity to urge the antitrust authorities to provide concrete and practical guidance on the 
antitrust analysis of such ventures.  AHA is not alone.  A bipartisan group of twenty U.S. 
Senators have written Assistant Attorney General Varney and FTC Chairman Leibowitz urging 
them to provide more coherent guidance on clinical integration.22  Indeed, the Agencies’ Joint 
Report on Health Care referred to other commentators who have addressed the need for more 
Agency guidance.23  In recognition of this void, the Agencies have asserted that they do not wish 
to “suggest particular structures” for clinical integration because it risks channeling market 
behavior, rather than encouraging market participants to develop their own structures.24 

While AHA agrees that the Agencies should not channel behavior or dictate the 
precise details of a CI program, AHA believes that further guidance can be provided in a manner 
that would not do so.  Further guidance is important because without it, providers may be 
discouraged from even attempting clinical integration efforts. 

Part Two below, “Proposed Guidance on Establishing Clinical Integration 
Programs,” is intended to fill this gap by providing a “road map” for providers on what they need 
to consider when creating a CI program.25  This Guidance is not meant to suggest that it is the 
only path to clinical integration, because each program must be carefully adapted to fit the 
particular needs and circumstances of the providers involved.  Nevertheless, the final goal is to 
provide concrete advice on the types of structures and processes that are likely to be evident in 
many successful clinical integration efforts.  Of course, the Guidance is not intended to suggest 
that there be some sort of immunity for organizations that purport to follow the Guidance, but 
which have in fact taken few or no concrete steps to do so.  As with any antitrust assessment, the 
crucial focus must be on substance over form. 

Part Three below, “Proposed Legal Analysis,” is intended to address some of the 
more difficult antitrust issues associated with CI programs, including the indicia of clinical 
integration, ancillarity, and competitive effects.  It draws on well-established legal precedents, 
and is consistent with the Agencies’ Statements on Antitrust Enforcement Policy in Health 
Care,26 as well as the few FTC opinions issued in this area. 

As noted in the Proposed Legal Analysis, CI programs in their infancy should not 
be judged in a manner that is overly static, nor should antitrust authorities attempt to substitute 
their judgment for that of medical experts.  To do so could discourage innovation in its inception.  
Instead, CI programs should be viewed under the same legal precedents as any joint venture.  
When the potential for efficiencies exists, they should be evaluated under the rule of reason, 
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wherein their likely procompetitive benefits are weighed against the likelihood of harm to 
competition.   

The time is ripe for many hospitals and physicians to create a new clinical 
enterprise that is built around alignment and commitment to care that is safe, timely, effective, 
efficient, equitable, and patient-centered.  Not every hospital will look to clinical integration to 
accomplish these goals.  But for those that do, it is important that legitimate efforts to fashion 
innovative and efficiency-enhancing methods for health care delivery not be discouraged by a 
lack of clear guidance.  AHA hopes that this document will generate a dialogue with the Agencies 
that ultimately will furnish providers with concrete guidance that will encourage them to try 
innovative efforts such as clinical integration that hold the potential for reducing fragmentation 
and meeting the goals of 21st century health care.   
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PART TWO: PROPOSED GUIDANCE ON ESTABLISHING  
CLINICAL INTEGRATION PROGRAMS 

There is, of course, no single approach that will fit all CI programs.  Each effort 
will need to be carefully tailored to meet the needs and circumstances of the providers involved.  
Hospitals will vary with respect to the extent to which they have historically collaborated with 
their medical staffs, the interest of PCPs and specialists on the staff in joining a CI program, the 
size and sophistication of the physician groups, the amount of available IT and infrastructure 
already in place, access to claims data, the availability of knowledgeable physicians, nurses and 
other professionals who can take a lead in developing organizational processes, and a host of 
other factors. 

Nevertheless, experience suggests that successful clinical integration efforts 
likely will need to take a number of similar steps and address many of the same issues in their 
development process.  These are: (1) establish and articulate goals for the CI program; (2) 
selectively determine the CI program’s clinical approach and participants; (3) develop 
mechanisms to monitor and control utilization of health care services and enhance quality and 
efficiency; (4) develop an infrastructure; and (5) determine when negotiations with payers can 
begin.  These steps are described further below. 

A. Establish and Articulate Goals for the CI Program 

At the outset, the goals of the CI program should be clearly established and 
articulated.  Among possible goals are the following: 

• Improving quality and consistency of care 

• Reducing costs and increasing efficiency 

• Speeding adoption and common use of EMRs and other health IT 

• Cost sharing for such improvements 

• Reducing cost and burden of complying with health plan requirements such 
as pre-certification and utilization review 

• Access to expertise, data and experience in negotiating contracts 

• Enhanced reimbursement for providing higher quality care and/or for 
controlling the overall cost of care 

The program should also carefully consider why collaboration is necessary to 
achieve the goals, and why the goals are more likely to be achieved through collaboration than 
through individual efforts.  Some of the clinical goals may be similar to those that some selected 
individual providers might be able to achieve on their own.  However, the CI program  should 
hold the potential that more providers will achieve these goals, or achieve them more consistently 
or efficiently, than would be the case absent the joint effort. 

Through the CI program, the providers will attempt to furnish higher quality care 
and/or reduce the overall cost of care.  The overall cost of care is a function of both the price and 
the volume of care.  The CI program can reduce the volume of care provided by keeping patients 
healthy, by reducing medical errors, and by minimizing the amount of inappropriate care given.  
Thus, higher fee schedules might not mean higher quality-adjusted prices for delivered health 
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care.  Moreover, integration efforts are expensive, and experience shows that they will not be 
implemented without corresponding incentives.  Thus, it is entirely reasonable for providers when 
embarking on a clinical integration effort to assume that they will need to negotiate together, and 
that such negotiations may result in higher fee schedules.  On the other hand, providers should not 
view clinical integration simply as a means to justify joint negotiations that will enable them to 
raise prices.  

Carefully considering and documenting the CI program’s goals are important for 
two reasons.  First, it ensures that there is a common understanding of the purposes of the 
endeavor, and therefore a secure foundation can be laid for further planning and implementation.  
Second, it helps to document the intention of the parties in the event of a subsequent antitrust 
review.  While such a review will focus on the likely effects of the CI program, antitrust enforcers 
and the courts often look to contemporaneous documents to discern the parties’ intentions on the 
assumption that these documents may shed light on the likely impact of the joint efforts. 

B. Selectively Determine the Program’s Clinical Approach and 
Participants 

Determining what clinical conditions to cover and establishing clinical 
protocols and other organized processes for improving care.  With its goals in mind, the 
program should consider the kinds of clinical conditions and services that will be covered and the 
range of processes it may wish to employ.  Many programs are focused around a set of clinical 
protocols that are intended to establish “best practices” for treating or diagnosing a range of 
clinical conditions.  Clinical protocols selected for use by providers can be “home-grown” to 
reflect local practice patterns, experience, and needs, or be built on evidence-based medicine and 
recommendations in the published medical literature.  Regardless of which protocols are chosen, 
there must be a reasoned basis for the choice. 

The identification of clinical protocols is only the first step.  In addition, a 
program will need to identify an array of processes27 and interventions designed to improve 
quality and efficiency; some of these might be related to the conditions covered by the protocols, 
while others could span a broad range of clinical conditions or a physician’s entire practice.  They 
might include, for example: 

• Credentialing and re-credentialing 

• Creation of disease registries 

• Use of disease registries and other data to provide reminders for physicians 
and patients 

• Programs to remind healthy patients about preventive care for which they are 
due (e.g., mammograms, Pap smears, colon cancer screening) 

• Nurse care management for patients with serious chronic illness  

• Patient education programs 

• Facilitation of EMR acquisition and of electronic communication among 
physician offices and between physicians and hospitals 

• Programs to work with physicians’ office staff to address questions and 
issues regarding payer requirements such as pre-certification and utilization 
review 
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A typical approach is for the staff employed by the CI program (or perhaps the 
hospital) to work with physicians in the organization who represent a range of specialties to 
determine which protocols and organized processes are likely to provide the best initial “return on 
investment.”  For example, protocols may be targeted in areas where the “best practices” have 
been well-documented and can provide significant quality and efficiency benefits, and where it is 
believed that there are the greatest opportunities for substantial improvement across the average 
participating provider.  Protocols also may be chosen based on the measures that CMS and other 
payers are focusing on, or where there are opportunities for the hospital and physicians to earn 
increased reimbursement in pay-for-performance programs.  Similarly, the program will need to 
identify what types of organized processes might be most practical and appropriate for the 
organization, and hold the greatest promise for getting results.  The list of processes provided 
above is intended to give some sense of the kinds of initiatives that might be implemented, but the 
processes that the providers in an organization develop to work together to improve quality will 
be limited only by their own creativity and the resources at their disposal. 

The choice of where to target the initial CI efforts will also depend on the 
availability of data.  If the provider network already has capitated or other forms of risk contracts, 
it may have access to claims data that can be used to get a sense of how the physicians are 
performing for patients covered by these contracts, although such data may not provide clear 
insight into how care is being furnished to non-risk patients.  Moreover, capitated contracts have 
become uncommon, and CI programs are likely to provide care predominantly or exclusively for 
patients covered by PPO or HMO non-capitated, fee-for-service contracts in which claims are 
submitted from, and paid directly to, the providers.  In such situations, the CI program can try to 
obtain data directly from the payers, from the providers themselves as they submit their claims to 
the payers, or through electronic data clearinghouses that receive electronic claims from providers 
and transmit them to payers. 

The hospital itself can be an excellent source of data regarding hospital-based 
care, including care furnished in hospital ambulatory settings.  To the extent that claims data 
relevant to office-based care cannot be obtained, it may be necessary to employ nurses and other 
staff to perform office audits and chart reviews.  These approaches can be very valuable, but are 
also very resource and time intensive.  Office-based electronic medical records that can 
communicate with the organization’s information systems can enhance and simplify this process, 
but at present only a minority of physician offices use EMRs. 

Accordingly, many clinical integration efforts will start somewhat modestly, and 
expand over time as they develop data, infrastructure, processes and experience. 

Once agreed upon, protocols and other organized processes must be 
disseminated to the participants in an organized, coherent, and useful fashion.  This can 
be done through meetings and/or through paper or electronic communications.  CI 
programs that have sophisticated IT systems can disseminate the protocols through their 
use.   

Determine which providers will be included in the effort.  By carefully 
selecting who can participate, a CI program can help assure minimum quality and efficiency 
standards and distinguish itself from others.  CI programs that apply appropriately selective 
participation criteria tied to quality, cost-control and other efficiency measures present a very 
compelling case that their joint efforts have significant procompetitive potential.  
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When a CI program starts, it may need to employ relatively permissive selection 
criteria to ensure a full panel of providers.  At the outset, the CI program may lack the necessary 
data to assess provider performance adequately, and substantial time and experience may be 
needed to gather and analyze the data to make rational and objective participation decisions.  
Moreover, the refusal to admit a provider to a network, particularly if it is a successful network, 
can be controversial.  The expulsion of an existing member for failure to meet the CI program’s 
efficiency standards is likely to be even more difficult.  Therefore, some CI programs may have 
relatively relaxed participation criteria, at least at the beginning, but implement rigorous 
enforcement mechanisms to ensure that their members adhere to their standards, and gradually 
adapt more stringent participation requirements as they gain additional experience.  In doing so, 
the CI program can adopt a range of interventions, including, for example, peer-to-peer 
counseling and other remediation activities that can be used before a decision is made to expel 
members. 

Most clinical integration efforts will wish to encompass a broad range of 
physician services and specialties so that they can maximize the efficiencies that arise from the 
shared infrastructure and organized processes.  A broad panel helps to assure that a wide range of 
clinical conditions can be handled, and patients can be certain that they will receive consistent 
care as suggested by the CI program’s initiatives, even if they are referred across a wide range of 
specialists.  A CI program’s clinical initiatives, however, are not likely to have an equal impact 
on all providers.  Some of them may be focused on PCPs, while others may address different 
specialties.  As a result, the impact of a CI program likely will vary across type of clinician.  To 
be viewed as active participants of a CI program, however, each physician should be subject to at 
least some of the initiatives and organized processes, with the expectation that they will be 
involved in an expanding number over time.  Other CI programs may start out by focusing only 
on PCPs and focus all of their initiatives on PCP practices. 

CI programs can raise antitrust concerns if they encompass a very large market 
share of the available providers.  The federal antitrust Agencies have indicated that financially-
integrated networks that are non-exclusive, and which encompass thirty percent or less of the 
physicians in each physician specialty with active hospital staff privileges in the relevant 
geographic market, are unlikely to raise significant antitrust issues.28  While the Agencies have 
not addressed the question explicitly, such a threshold also should apply to a CI program.  If a CI 
program wishes to include providers so that its market share would exceed this threshold, it still 
might be legal, but it raises more difficult questions that must be answered based on the particular 
market circumstances.  Of course joint negotiations by programs that are neither financially- nor 
clinically-integrated run the risk of being considered per se illegal regardless of their market 
share. 

Exclusivity.  There are both potential benefits and concerns from exclusivity 
provisions whereby providers are available to payers only through a CI program.   

Exclusivity assures the greatest commitment of the providers to the CI program 
and guards against free-riding by health plans, which may benefit from the enhanced efficiencies 
of the providers without having to pay for them.  Thus, in certain respects, an exclusive CI 
program may hold the greatest potential for efficiencies.   

On the other hand, exclusivity increases potential antitrust concerns because the 
participating providers are only available through the CI program.  Such concerns, however, 
should be minimal where the CI program’s market share is so low that it cannot plausibly have 
market power.29   
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Most CI programs are likely to be non-exclusive at the outset for practical 
reasons – they are unlikely to have enough clinically-integrated payer contracts to provide their 
members with a sufficient number of patients without also contracting with payers outside the CI 
program.  Over time, however, some CI programs may seek to enhance their efficiencies by 
adopting a particularly rigorous set of initiatives with a more narrow provider network, and 
contract on an exclusive basis.  If the CI program plans to operate on an exclusive basis, 
particularly if its market share in any specialty will arguably exceed 35 percent, it still may be 
legal, but further analysis will be needed to consider if the arrangement will likely be able to 
exercise market power to the detriment of consumers. 

C. Develop Mechanisms to Monitor and Control Utilization of Health 
Care Services and Enhance Quality and Efficiency 

 
A key component of most CI programs will be the gathering and monitoring of 

data regarding provider performance.  Providers might receive feedback on how their 
performance has changed over time, how it compares to other providers in the CI program, or 
how it compares to external benchmarks, such as national or regional norms.  There are 
advantages and disadvantages with each of these approaches.30  Some measures may focus on 
process, that is whether the providers are performing certain procedures or taking specific steps 
that the medical literature or experience suggest are associated with better outcomes or lower 
costs.  Alternatively, some measures may actually focus on outcomes themselves – that is, 
measuring the actual costs or clinical outcomes of the provider practices.  Reliable outcomes 
measures, however, are the most difficult to obtain and interpret, because there are many 
variables that can explain patient outcomes other than physician performance, and it may be 
difficult or impossible to control for such variables.  Again, there are advantages and 
disadvantages of each approach, and often a combination may be employed.31 

Feedback can be provided in “report cards” that furnish useful comparative 
performance data.  Such feedback, by itself, can often be very valuable in changing physician 
behavior.  For example, merely learning that they are “outliers” on certain measures compared to 
colleagues who treat similar patients under similar conditions can cause clinicians to seriously 
reconsider their practice patterns.32  “Peer-to-peer counseling” – having the medical director or 
other physicians in the program review the data with physicians who do not meet expectations – 
can be a powerful approach.  It is also one which is not typically available to health plans, which 
may wish to achieve the same results, but do not have the local connection with, or often the same 
level of trust, of their participating physicians.  

CI programs also may employ financial incentives to encourage improved 
performance.  Performance may be measured on an individual level, on the level of a medical 
group within the organization, or the level of the entire organization (or some combination of the 
these).  Measuring performance on the larger group level has the additional advantage of 
encouraging interdependence across the CI program participants.  As with the report cards 
mentioned above, there are a range of options regarding which benchmarks should be used, and 
there are advantages and disadvantages of each approach.33  Where payment for physician 
services goes directly from payers to physicians (for example, with a typical PPO or non-risk 
HMO contract), the program will need to work with payers, or otherwise develop other 
mechanisms, to capture a portion of payments to enable them to be redistributed based on the 
performance results. 

Finally, CI programs may exclude from admission, or expel, providers who fail 
to meet certain performance standards.  As with other initiatives, the ability and willingness to 
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limit membership likely will increase over time as the program and its members gain experience 
with the relevant criteria and performance measurement tools.  And, as noted above, CI programs 
can take intermediate steps and work closely with providers so that they might be able to improve 
performance and avoid being expelled from the program. 

A CI program can also go beyond monitoring performance, by providing tools 
and processes that help physicians improve the quality on a more efficient basis.  For example, a 
program could send reminders and educational information to all women who should have yearly 
mammograms, but who have not had one in the past 18 months, or to diabetics who have not had 
a retinal exam in the past 18 months.  The CI program has economies of scale to do this and is 
likely to be able to improve the screening rates for these and other things significantly without the 
need for physicians to “try harder” to remember to tell patients to do them. 

D. Develop an Infrastructure 

A successful CI program will require a substantial investment of both time 
and money.  The most significant expenditures likely will be for a paid professional staff, 
including clinical and information systems personnel.  Most CI programs find it is 
important to have a medical director, ideally full-time, but perhaps part-time for smaller 
organizations.  Similarly, full- or part-time nurse care managers (depending on the size of 
the organization) to help coordinate the education and care of patients with severe 
chronic illnesses also may be important.  In addition, clinically integrated organizations 
may have nurses and other professional staff who can review medical records, collect and 
analyze data, and interact with physicians and their professional staff. 

Another significant item will be the development of an information system 
infrastructure, including both hardware and software, as well as hiring staff to implement 
the system on an ongoing basis, and educating providers and their staffs in the use of the 
information systems. 

Also important will be the investment of time and cooperation by the 
providers.  For example, physicians will need to work on quality improvement 
committees that might be expected to meet on a regular basis; some of these physicians 
might volunteer their time, while in other situations they might be paid.  It can be very 
difficult to change provider practice patterns, and changes will not result from simply 
adopting a set of clinical guidelines and state-of-the-art IT.  Rather, the CI program must 
obtain provider cooperation, which can be achieved only through providers working 
together and with the organization’s staff, so that they understand the CI program’s goals. 

In CI programs involving both hospitals and physicians, a large majority 
of the costs of the collaboration are likely to be borne by the hospitals, at least in the early 
years of the organization’s existence.  Hospitals often have more ready access to 
significant financial resources, and may already be employing staff and creating an IT 
infrastructure that can be adapted to the CI program. 

E. Determine When Negotiations with Payers Can Begin 

Joint negotiations with payers can commence once the CI program can 
demonstrate that a degree of collaboration among its members has begun, and thus it is 
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integrated.  This can be established, for example, if the CI program has begun by 
choosing protocols and implementing some organizational processes.  Typically, the 
program also will be collecting its baseline data that will form the foundation for its 
feedback and enforcement mechanisms.  At this early point, the program may not have 
actually obtained and analyzed all of the initial data, which can take some time, but it at 
least will be well on the way to gathering it and progressing down a well-conceived path 
involving the various components mentioned above.  And, of course, as the CI program 
continues, and enters into joint negotiations with payers, it also must continue to make 
progress in the implementation of its initiatives.  In other words, a good start does not 
immunize a program indefinitely, it merely ensures that there will not be summary 
antitrust condemnation.34   

Questions may arise concerning the propriety of hospital staff 
participation in negotiations regarding physician fee schedules for those in the CI 
program.  Such participation should not raise antitrust concerns if the hospital does not 
employ physicians who compete, or itself does not compete, with physicians who are in 
the CI program.  Even if the hospital or its employed physicians do compete with 
physicians in the program, the hospital should still be permitted to participate in the 
negotiations if it and its employed physicians are actively participating in the clinical 
integration initiatives. 

The hospital and physicians in the CI program may wish to jointly 
negotiate with health plans regarding both hospital and physician fee schedules at the 
same time as part of the same set of negotiations.  There should be little antitrust risk in 
such efforts if: (a) neither the hospital nor the physicians have market power in the 
relevant market; (b) the health plan is given the option of having totally separate 
negotiations with the hospital or physician venture; or (c) the health care services 
delivered by the hospital and physicians through the CI program can be considered to be 
a single, integrated product.  These can be complex questions, however, and the answers 
will depend on the particular circumstances and market conditions.  
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PART THREE: PROPOSED LEGAL ANALYSIS 

The antitrust analysis of CI programs is grounded in well-established antitrust 
principles: agreements – including those affecting price – are analyzed under the rule of reason if 
they are reasonably necessary (i.e., “ancillary”) to an efficiency-enhancing joint venture.35  The 
logic behind such principles is unassailable.  Per se condemnation is reserved for only those 
“naked restraints” that always, or almost always, harm competition.36  In contrast, where a 
venture has the potential to create efficiencies, it is not appropriate to summarily condemn the 
venture or the agreements that are ancillary to achieving its goals.  Rather, the competitive effects 
of the arrangement must be analyzed under the rule of reason. 

Nevertheless, there is some uncertainty concerning how these principles should 
be applied to the specific fact scenarios that arise when health care providers engage in 
collaborative efforts.  In their 1996 revisions to the Statements of Antitrust Enforcement Policy in 
Health Care (“Health Care Policy Statements” or “Statements”)37 the Agencies provided some 
general guidance on clinical integration.  But the Agencies have stated that they have been 
reluctant to be more specific lest they channel market behavior towards certain specific structures 
“rather than encourage market participants to develop structures responsive to their particular 
efficiency goals and the market conditions they favor.”38 

The Agencies are correct in acknowledging that there are many different 
approaches to achieving efficiencies, and that it is much preferable for health care providers to 
determine what approaches work for them, rather than model their programs on the 
pronouncements of antitrust enforcers.  However, the absence of more specific guidance can have 
the unintended result of causing providers to be reluctant to move forward with clinical 
integration efforts out of uncertainty as to how these actions might be viewed under the antitrust 
laws. 

AHA’s Proposed Guidance on Establishing Clinical Integration Programs and 
this Legal Analysis are intended to fill some of the gaps by expanding on the guidance that the 
Agencies have furnished, and addressing some of the questions that frequently arise with clinical 
integration efforts.  This Proposed Legal Analysis is divided into three parts.  The first addresses 
how to determine whether a CI program is likely to produce significant efficiencies that benefit 
consumers.  The second part discusses when joint negotiations may be reasonably necessary, or 
ancillary, to the collaboration.  Finally, we discuss several issues that may arise in considering 
competitive effects under a rule of reason analysis. 

 A. Indicia of Clinical Integration 

The threshold question in considering whether a collaboration avoids per se 
condemnation is whether or not it has the potential to create efficiencies.39  The reason for 
focusing on the potential is that many joint ventures, like many efforts by fully-integrated merged 
entities, are not successful at creating all of the efficiencies they seek to achieve.  Whether it is a 
research joint venture designed to develop a new drug or a CI program to enable health care 
providers to improve health care quality and efficiency, a requirement that the collaboration must 
prove successful in every way would deter innovation.  Parties will be reluctant to embark on 
joint venture activities if they risk later per se condemnation in the event that the venture fails to 
achieve its goals. 

Furthermore, whether a collaboration is the only way that such efficiencies can 
be produced or whether some might believe that the venture is not taking the optimal path to 
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achieve goals should not be the test under which the venture is judged.  Often it is not clear – 
even among experts in the field – what is the most appropriate way to achieve efficiencies, let 
alone effectively test them.  Perhaps nowhere is this as true as in health care.40   

Thus, the focus of the inquiry must be on whether the CI program has developed 
the type of structure and processes that have the potential to produce efficiencies.  Statement 8 of 
the Health Care Policy Statements states that the Agencies will assess “a network’s likelihood of 
producing significant efficiencies.”41  One way, but not the only way, to demonstrate this 
likelihood is by the implementation of “an active and ongoing program to evaluate and modify 
practice patterns by the network’s physician participants and create a high degree of 
interdependence and cooperation among the physicians to control costs and ensure quality.”42   

The AHA Guidance on Establishing Clinical Integration Programs is largely 
based on the Health Care Policy Statements and is an attempt to further clarify the Statements’ 
articulated components and provide concrete, practical guidance that is useful to providers.  The 
Statements provide that such a program may – but need not necessarily – include the following 
components: 

• Selectively choosing program physicians who are likely to further the 
program’s efficiency objectives; 

• Establishing mechanisms to monitor and control utilization of health care 
services that are designed to control costs and assure quality of care; and  

• Significant investment of capital, both monetary and human, in the necessary 
infrastructure and capability to realize the claimed efficiencies.43 

Of course, a provider network need not have these all of these components to be 
clinically integrated.  Indeed, the mechanisms might very well be somewhat different when, for 
example, the CI program involves hospitals and hospital-employed physicians, rather than just 
independent physicians.  Nevertheless, because of the prominence given to them in the Health 
Care Policy Statements, these indicia warrant further comment. 

Selectively choosing participating providers to further the program’s goals.  
By carefully selecting who can participate, a CI program can help assure minimum quality and 
efficiency standards and distinguish itself from others.  CI programs that apply extremely 
selective participation criteria tied to quality, cost-control, and other efficiency measures present a 
very compelling case that their joint efforts have significant procompetitive potential.  

On the other hand, although the Health Care Policy Statements refer to this 
factor, the absence of rigorous selection criteria, particularly in the early stages of a CI program, 
should not necessarily mean that the program lacks clinical integration.  When a CI program 
starts, it may need to employ relatively permissive selection criteria to ensure a full panel of 
providers.  Moreover, the CI program may lack the necessary data to assess provider performance 
adequately, and substantial time and experience may be needed to gather and analyze the data 
necessary for making rational and objective participation decisions.  Finally, excluding a provider 
from a CI program, particularly if it is a successful program, can be controversial.  Expulsion of 
an existing member for failure to meet the program’s efficiency standards is likely to be even 
more difficult.  Therefore, some CI programs may have less stringent participation criteria, at 
least at the beginning, but implement rigorous enforcement mechanisms to ensure that their 
members adhere to their standards, and gradually adopt more stringent participation requirements 
as they gain additional experience.44   CI programs also may use a number of intermediate tools, 
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such as working with physicians on a “peer-to-peer counseling” basis to help them improve 
performance, or putting physicians who are failing to follow the CI program’s initiatives in a 
provisional status before they are actually expelled from membership. 

Developing mechanisms to monitor and control utilization of health care 
services and enhance quality.  At the heart of clinical integration efforts are likely to be the 
actual mechanisms that are designed to control costs and assure quality of care.  These 
mechanisms are meant to ensure collaboration and interdependence among participants.  
Elsewhere, such mechanisms have been called “organized processes.”45 

These mechanisms typically will involve the dissemination of clinical protocols, 
the collection and analysis of data regarding the participating providers’ performance, and a 
process for providing feedback to the providers, perhaps with incentives or penalties based on 
that performance.  But these efforts can go beyond monitoring performance, by providing tools 
and processes that help physicians improve their quality on a more efficient basis.  For example, 
an organization could send reminders and education information to all women who should be 
having yearly mammograms who have not had one in the past 18 months, or to diabetics who 
have not had a retinal exam in the past 18 months.  The organization has economies of scale to do 
this and is likely to be able to improve the screening rates for these and other things significantly, 
without the need for physicians to “try harder” to remember to tell patients to do them.46   

There should be reasonable expectations concerning the breadth, scope, and 
number of processes and mechanisms that are employed.  This includes the number and range of 
clinical protocols, the extent of the performance information that is gathered, and the enforcement 
mechanisms and incentives that are employed.  It is important to recognize that establishing, 
implementing, and growing a CI program takes substantial time, effort, and resources.  One 
should expect a program to begin with a set of initiatives that is significant, but which can still 
grow and evolve as it gains experience over time.47  Thus, it is expected that programs likely will 
be more modest in their beginning stages than programs that have been in place for a number of 
years.   

As noted in the AHA Guidance on Establishing Clinical Integration Programs,  
clinical protocols selected for use by providers can be “home-grown” to reflect local practice 
patterns, experience, and needs, or be built on evidence-based medicine and recommendations in 
the published medical literature.  The key issue is not what protocols have been chosen or what 
specific mechanisms are used, but rather whether there is a reasoned basis for the choice, and 
whether efforts are being made on a continual basis to evaluate and take steps to improve their 
effectiveness. 

Accordingly, while the Agencies should be expected to verify the fundamental 
characteristics of the CI program, they should not “second-guess” the specific medical 
approaches the CI program is taking.  In short, the Agencies will seek to substantiate the 
processes utilized, but will not substitute their judgment on medical matters for those of 
practitioners. 

The CI program may be able to obtain access to some claims data.  This is 
common where the provider network also has capitated contracts for which it must 
process claims.  Increasingly, however, provider networks are finding that most of their 
members are contracted to provide services under PPO or non-capitated HMO 
arrangements.  In these situations, the CI program may seek access to submitted claims 
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either from health plans, directly from its participating physicians, or from electronic data 
clearinghouses that help in transmitting electronic claims to payers; such efforts, 
however, may be difficult to implement.  Where a hospital is working with the CI 
program, it may be able to provide access to data about physician practices in the hospital 
setting (including ambulatory care furnished in hospital-affiliated entities).  This can be a 
very important source of data related to services with the most significant cost and quality 
implications.  Other sources of data could include chart reviews, patient registries related 
to specific clinical conditions, and visits to physician offices.  Such efforts, however, can 
be very labor intensive and costly. 

A key component of most CI programs will be the gathering and monitoring of 
data regarding provider performance.  Providers might receive feedback on how their 
performance has changed over time or how they compare to other providers in the program or to 
external benchmarks.  Such feedback can be provided in “report cards” that furnish useful 
comparative performance data.  CI programs also may employ financial incentives to encourage 
improved performance.  CI programs may exclude from admission, or expel, providers who fail 
to meet certain performance standards.  As with other initiatives, the ability and willingness to 
limit membership likely will increase over time as the program and its members gain experience 
with the relevant criteria and performance measurement tools. 

There are a large varieties of ways that CI programs may use to incentivize or 
penalize their members based on performance.  Such incentives are used both to encourage 
certain improvements, as well as to compensate physicians for extra time and effort that 
otherwise might not be reimbursed.  Provider performance may be measured against the 
providers’ own historic performance, against the performance of others in the program, or against 
an external benchmark.  There are advantages and disadvantages with each of these approaches.48  
Similarly, some measures may focus on process, that is whether the providers are performing 
certain procedures or taking specific steps that the medical literature or experience suggest are 
associated with better outcomes or lower costs.  Alternatively, some measures may actually focus 
on outcomes themselves – that is, measuring the actual costs or clinical outcomes of the provider 
practices.  Again, there are advantages and disadvantages to each approach, and often a 
combination may be employed.49  Performance may be measured on an individual level, on the 
level of a medical group, on a larger collection of providers, or some combination of these.  
Where performance is measured on a group level, so that incentives or penalties are based on 
group performance, there is evidence of a degree of financial integration.  

The test of whether a CI program has sufficient clinical integration to avoid per 
se treatment should not rest on the extent to which the program can demonstrate concrete 
improvements in quality or cost.  For several reasons, such assessments are intrinsically very 
difficult, if not impossible, to make, and would put an unreasonable burden on the program.50  
First, quality and cost data mean little if they are not risk-adjusted for patient health, and perhaps 
their socioeconomic status as well.  Such risk adjustment is very difficult to do.  As a result, an 
organization may be providing very high quality care, but score poorly (for example, because its 
reputation or that of its providers attract sicker patients), and vice versa.  Second, even if risk 
adjustment is plausible, it is difficult to determine what the appropriate benchmark might be.  
Because there are such substantial variations in care across regions, national norms may not be 
very useful, yet regional data are likely to be unavailable.  Third, some improvements in care 
(particularly preventative care) may result in higher costs in the short term, and even in the long 
term if people live longer and incur medical expenses for a longer time.51 
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Moreover, as discussed above, the relevant legal issue for application of the per 
se rule is whether the CI program has the potential for efficiencies, not whether it has actually 
achieved such efficiencies.  Many mergers and other fully-integrated joint ventures do not meet 
their initial expectations, but nevertheless are not subject to per se condemnation.  But 
performance is relevant in two respects.  First, a legitimate CI program can be expected to try to 
improve its performance by making its own self-evaluations, and where it is coming up short, 
taking steps to modify its own initiatives.  Indeed, such ongoing self-assessments and 
modifications would be evidence that the CI program is seeking to create efficiencies and 
warrants rule of reason treatment.  Second, the extent to which the CI program is able to achieve 
efficiencies is relevant to the analysis of competitive effects under the rule of reason. 

Significant investment in infrastructure, including both human and 
monetary capital, to achieve claimed efficiencies.  A successful CI program typically 
will require a substantial investment in both time and money.  The most significant 
expenditures likely will be for a paid professional staff, including clinical and 
information systems personnel, as well as for an information system infrastructure, 
including both hardware and software.  Also important will be the investment of time and 
commitment by the providers.  Changing provider practice patterns can be a very difficult 
task, and will not result from simple adoption of a set of clinical guidelines and state-of-
the-art IT.  Rather, the CI program must obtain provider cooperation, which can be 
achieved only through working with providers, so that they understand the program’s 
goals and programs. 

In CI programs involving both hospitals and physicians, a large majority 
of the costs of the program may be borne by the hospitals.  Hospitals often have more 
ready access to significant financial resources, and may already be employing staff and 
creating an IT infrastructure that can be adopted to the CI program.  The source of the 
infrastructure funding is irrelevant, however, to addressing the antitrust issue of whether 
the program has the type of infrastructure that suggests it has the potential to create 
efficiencies. 

Of course, to the extent that providers are sharing significantly in the 
investments needed for the infrastructure to produce efficiencies, that would constitute 
indicia of financial integration that would provide additional grounds for concluding that 
the CI program should receive rule of reason treatment. 

Determining when the CI program is sufficiently established to begin 
joint negotiations.  It can be difficult to determine when a CI program is sufficiently 
established so that it can jointly negotiate with payers for non-risk contracts, and the 
answer will vary depending on the type of collaboration.  Generally, the CI program 
should not engage in joint negotiations until its infrastructure has been assembled and its 
program is established and ongoing.  As noted in the AHA Guidance, a good rule of 
thumb for such efforts may be whether the program’s organized processes are in place 
and data are being collected to determine a baseline against which the program’s progress 
can be judged.   

As discussed in detail below, if the joint negotiations are reasonably 
necessary to the success of the clinical integration, too long a delay could undercut the 
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endeavor.  Providers will be reluctant to make extensive time and money commitments 
without assurances that they will reap some of the rewards of their collaboration in the 
foreseeable future.  Furthermore, in some situations, the CI program may depend on 
active interaction with payers, including access to data that only health plans can provide.  
Thus, collective discussions with health plans about their willingness to work with the 
physician network on a clinically-integrated basis may be needed to get the program off 
the ground.     

Clinical integration involving hospitals.  The discussion above, and 
most of the Agencies’ enforcement agenda, has been focused on clinical integration 
involving independent physicians.  This is very relevant to many hospitals that wish to 
collaborate with their medical staff, or a subset of their medical staff, through a 
physician-hospital organization that would involve a collaboration spanning both hospital 
and physician services, and likely would entail the joint negotiation of fees that apply to 
the independent physicians. 

Clinical integration also may apply to joint efforts by hospitals themselves 
to improve quality or reduce costs.  In these efforts, the hospitals might work together to 
develop common protocols, shared services, monitoring and enforcement mechanisms, 
and other tools that enable them to create efficiencies that they could not achieve on their 
own.  The principles discussed in this paper would apply equally to such efforts.  Thus, 
collaborations across hospitals, or across several physician-hospital organizations (that is, 
a “super-PHO”) could involve clinical integration to the extent that the providers are 
working in an interdependent fashion across the various organizations in ways that have 
the potential to create efficiencies beyond what the organizations might achieve on their 
own. 

While clinical integration efforts across independent hospitals or hospital 
systems have been relatively rare so far, they have the potential of creating significant 
efficiencies.  For example, they may be particularly valuable where physicians have staff 
privileges at multiple hospitals.  By working together in a single clinically-integrated 
organization, these hospitals can help ensure that the participating physicians are subject 
to a single, consistent set of initiatives and incentives – which can increase their 
effectiveness.  Even if physicians primarily practice in only one hospital or hospital 
system, or are hospital employees, efforts across hospitals can help raise the community-
wide standard of care.  Such initiatives across providers can be particularly valuable in 
connection with preventative care programs that can span a broad spectrum of providers 
and settings.   

FTC staff has observed that such efforts by hospitals have the potential to 
create efficiencies.  In its Suburban Health Organization Advisory Opinion,52 FTC staff 
acknowledged that in a “super PHO” network composed of eight independent hospitals 
and 192 primary care physicians that were employed by them, a number of joint activities 
that the hospitals were undertaking had the potential to create some efficiencies.  
Although FTC staff ultimately found that the potential efficiencies of a “Super PHO” 
network could be achieved by individual hospitals on their own, the FTC staff 
appropriately applied a rule of reason analysis.   
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Market shares.  As described above, the first step in assessing a 
competitor collaboration such as a CI program is to determine whether the joint venture 
offers sufficient potential for efficiencies so that an otherwise per se unlawful agreement, 
ancillary to that venture, warrants rule of reason treatment.  Only then is further inquiry 
necessary to determine whether the venture will have market power and, thus, will likely 
result in anticompetitive effects.53 

Under this scenario, therefore, the market share of the CI program should 
not be relevant to the initial determination of whether the program should be condemned 
as a per se price-fixing arrangement.  While this is technically true, as a practical matter 
the antitrust risks posed by a CI program are related to its share of a properly defined 
market and whether it can exercise market power.  Thus, for example, the Agencies in the 
Competitive Collaboration Guidelines, have established a safety zone for joint ventures 
that account for less than twenty percent of each relevant market in which competition 
might be affected.54  This safety zone is also recognized as part of the Agencies’ Health 
Care Policy Statements.  Of course, a number of difficult questions can arise when 
determining the appropriate product and geographic markets for provider services.  
Moreover, to consider whether the program has market power, an assessment will need to 
be made regarding the likelihood of timely and sufficient entry. 

Nevertheless, a less rigorous analysis may be appropriate in considering 
certain CI programs which, on their face, are unlikely to have market power.  Thus, for 
example, a program that comprises less than 35 percent of physicians in all of the key 
specialties in the likely geographic market holds little prospect of having an 
anticompetitive effect.  Although this does not give its members a free pass to engage in 
per se illegal conduct, it does suggest that both the intent, and effect, of the program will 
not be anticompetitive.  In such cases, it would serve little purpose to investigate, or 
challenge, a program that has a plausible case that its activities will create efficiencies. 55 
On the other hand, a program with a substantially larger share may hold a much greater 
risk of anticompetitive effects.   

B. Relationship of Joint Contracting to Production of Efficiencies 

Background.  Under antitrust precedents, joint negotiations must be 
“ancillary” to the clinical integration to avoid per se condemnation.56  The Agencies have 
described the applicable test as being whether the negotiations are “reasonably 
necessary”  to a venture’s efficiency-enhancing effects.57  But it is clear that a 
“reasonably necessary” restraint need not be “essential” to the achievement of 
efficiencies.  Rather, as Judge Posner explained in General Leaseways, Inc. v. Nat’l 
Trucking Leasing Assoc., 744 F.2d 588, 595 (7th Cir. 1984), there merely must be an 
“organic connection between the restraint and the cooperative needs of the enterprise that 
would allow us to call the restraint . . . ancillary.”  Similarly, as Judge Easterbrook has 
observed, “[a] restraint is ancillary when it may contribute to the success of a cooperative 
venture that promises greater productivity and output . . . If the restraint, viewed at the 
time it was adopted, may promote the success of this more extensive cooperation, then 
the court must scrutinize things carefully under the rule of reason.”58 
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The FTC and DOJ, in their Competitor Collaboration Guidelines, state 
that they will conclude that the relevant agreement is not “reasonably necessary” if the 
participants could have achieved similar efficiencies by practical, significantly less 
restrictive means.59  They note, however, that “[i]n making this assessment, the Agencies 
consider only alternatives that are practical in the business situation faced by the 
participants; the Agencies do not search for a theoretically less restrictive alternative that 
is not realistic given business realities.”60  For example, the Agencies observe that a 
restraint may be reasonably necessary to dissuade opportunistic conduct, such as free-
riding by individual venture participants, or it may be necessary to discourage one 
participant from appropriating an undue share of the fruits of the collaboration or to align 
participant incentives to encourage cooperation in achieving the efficiency goals of the 
venture.61  It is important that the Agencies do not require a showing that the agreement at 
issue is “essential” in an absolute sense.  This is consistent with the relevant case law 
referenced above.  It also reflects an appreciation of the dangers of reliance on 
theoretically less restrictive alternatives that, as a practical matter, do not reflect business 
realities. 

Rationales for joint contracting.  There are several reasons why joint 
pricing may be ancillary in a CI program.  First, for a CI program to be effective, it must 
be able to count on the active participation of all of the group’s members.62  This cannot 
be guaranteed without collective negotiations that would assure that, if an agreement is 
reached with a payer, all of the program’s physicians would participate.  Thus, there may 
be a need for an agreement that if the payer’s contracts satisfy certain price and non-price 
criteria, all of the program’s physicians will participate. 

Second, the CI program may wish to allocate revenues achieved from 
contracts in a way that provides incentives for physicians to make the investments in time 
and effort to develop and implement the program to meet the program’s goals.63  This 
may involve negotiating contracts in a way that provides greater compensation to some of 
the program participants, and less compensation to others, both to ensure participation of 
a broad provider network and to allocate revenues fairly based on the contributions and 
efforts made by the participants in implementing the program.  In some cases, the 
program also may wish to implement financial rewards and penalties as part of an 
enforcement mechanism, and joint contract negotiations will be needed for such an effort. 

Third, joint negotiations may be necessary to guard against the possibility 
of “free-riding” by certain physician members.  The concern is that unless the program 
can negotiate and contract on behalf of all of its members, some physicians could free 
ride on the contributions of their colleagues and the accomplishments of the program, so 
that they can offer more efficient, higher quality services, and then contract 
independently to provide these services at a lower price by undercutting other program 
members.  If this can occur, physicians may be reluctant to fully commit themselves to 
the program at the outset, thereby limiting the potential of the program. 

Fourth, collective negotiations may be necessary to assure the active and 
ongoing participation of the physician members.  CI programs require substantial 
commitments in both time and money by network providers.  Without the joint 
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negotiation that can help them recover these costs, many providers might be unwilling to 
participate in the CI program in the first place.  Therefore, such price agreements can be 
viewed as reasonably necessary for the success of the program. 

Fifth, joint contracting can achieve transactional efficiencies in contract 
negotiation and administrative.  As the FTC notes in its TriState Advisory Opinion, while 
these on their own may not be sufficient to offset the loss of competition from joint 
contracting, these type of efficiencies are cognizable.64 

Finally, by implementing a CI program, the providers can sell a new and 
different product – that is, an integrated package consisting of more than merely the 
individual provider services, but, rather, an integrated package of those services tied to 
the CI program.  In most programs, the services are integrated through the coordination 
of the providers in the program, by a dedicated staff, through the use of commonly agreed 
upon and enforced clinical protocols, the employment of various monitoring and 
enforcement mechanisms, and perhaps the sharing of clinical and other data through a 
shared IT system.  This entire package could not be offered by providers individually.  
Nor would it be practical to deconstruct the package into many products – e.g., 
performance measurement; feedback; and peer counseling; reminders for physicians and 
for patients; nurse care management for chronically severely ill patients; clinical 
protocols, and use of registries.  It would be very cumbersome and inefficient to offer 
each of these separately, and physicians would not participate – indeed, this is reflected 
by the fact that these separate services and products are not being offered by providers.  
Absent market power, it should not be illegal for the entire program to determine a price 
for the combined package and negotiate it collectively with health plans.   

The Agencies have acknowledged that at least some or all of the above 
rationales apply to the type of CI program described in the accompanying AHA 
Guidance, and that, therefore, the joint price negotiations should be viewed as passing the 
“ancillarity test.”  This is reflected in the discussion in the Health Care Policy Statements 
regarding clinical integration65 and the FTC’s Advisory Opinion in MedSouth, GRIPA 
and TriState.66  While it is expected that the Agencies and courts will need to consider 
each arrangement on its own merits, there should be a strong presumption that – when CI 
programs are structured in a way that is substantially consistent with the steps described 
in the AHA Guidance – joint negotiations are ancillary to the clinical integration.  This is 
no different than the presumption that the Agencies make about the ancillarity of joint 
negotiations involving financially-integrated provider networks.67 

Transactions cost literature.  The rationale for joint contracting set out 
above is that joint contracting overcomes many of the problems and uncertainties 
associated with efforts to achieve quality and cost improvements through individual 
contracting.  Economic analysis, particularly insights from the literature involving 
transactions costs, theory of the firm, and network economics, provides further support 
for the conclusion that joint negotiation and contracting by the CI program is likely to 
achieve better results than independent contracting.  This literature examines 
organizations and attempts to understand how the “cost of doing business” might explain 
the choices of a particular contracting form and the success – or lack thereof – of others. 
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The most relevant discussion of these issues is contained in an FTC Working 
Paper authored by Seth Sacher and Louis Silvia.68  This paper compared independent versus joint 
contracting between physicians and managed care plans.  It addressed “residual rights” or 
ownership rights to the assets or gains from physician integration and the under-investment in 
technologies or efforts that can occur when payers (and not physicians) are the ones establishing 
the terms of the contracting and operations of the program.   

The authors identify three circumstances in which joint contracting by physicians 
may yield significant gains over independent and individual contracting between physicians and 
payers.  These include situations: 

• where it is difficult for individual contracts to cover all of the necessary 
elements of physician behavior and payoff for a sufficiently broad scope 
and sufficient duration of activity.  This is particularly relevant in the 
context of quality improvements that require significant and specific 
investments and changes by physicians, and which are not static, i.e., may 
need continual modification over time and over several contract cycles to 
achieve the intended results; 

• where joint pricing may be necessary to achieve the resulting program 
or to obtain the appropriate compensation or compensation mechanisms 
to attract and maintain the needed set of physicians.  The paper observes 
that  “[d]epriving the physician-controlled network of the ability to make 
such pricing decisions [about how much physicians would be paid] may well 
have negative incentive effects with respect to the network specific 
investments at both the physician and the network level.”69; and  

• where physician (as opposed to payer) control may be the most efficient 
and effective means for accomplishing needed changes and intended 
results.  The authors note several reasons why physician control may be 
more efficient than payer control,70 and conclude by commenting that the 
efficiency gains are likely to be greatest where relatively sophisticated 
medical cost control stratagems are attempted.  

In short, the Sacher/Silvia analysis is entirely consistent with the discussion above.  The article 
also helps explain why attempts by managed care plans to achieve significant clinical and cost 
improvements through independent contracts are difficult, and why CI programs hold such 
promise.  

Additional issues.  In considering ancillarity, the Agencies may examine 
whether the scope of the joint negotiations is overly broad because they encompass providers who 
are not involved in the CI program.  Obviously joint negotiations cannot cover providers who do 
not participate in the program’s efficiency-enhancing endeavors.  On the other hand, the requisite 
level of participation may necessarily vary among different provider specialties.   

Most CI programs, quite logically, will begin with initiatives that have the best 
potential return on investment because they apply to a large number of patients or are in areas that 
hold the promise for the most significant improvement.  While many of these initiatives may 
apply to all participating providers, a number will be targeted either to PCPs or to some specific 
specialists, such as cardiologists, endocrinologists, or orthopedic surgeons.  Thus, at the outset, 
some of the participating physicians will be “touched” less by the program than others.  But that 
does not mean that they are not active participants, or that they should be carved out of the 
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jointly-negotiated contracts.  To be effective, some CI programs will need to offer a broad panel 
of physicians – covering many specialties.  Moreover, the involvement of many specialists at the 
outset can facilitate the expansion of the program to include more focused initiatives aimed at 
various specialists as the program evolves and gains experience.71  In other situations, CI 
programs may wish to begin by focusing only on PCPs. 

Where hospitals work closely with physicians in developing and implementing a 
CI program, for all the reasons noted above, it also will be reasonable for joint negotiations to 
cover both hospital and physician contracts.    

C. Competitive effects under a rule of reason analysis 

We address here two issues that may arise in assessing the competitive effects of 
a CI program: exclusivity and the analysis of the program’s negotiated prices. 

Exclusivity.  It is not always clear, from an antitrust perspective, whether it is 
preferable that a CI program be non-exclusive (that is, its members are available to, and do in fact 
contract with, health plans outside of the program) or exclusive (that is, the physicians are only 
willing to contract with health plans through the program).  

On one hand, an exclusive program often may hold a greater promise for 
efficiencies than does a non-exclusive program, as the providers will have committed themselves 
entirely to its success.  An exclusive program is also the most reliable way of assuring program 
participants that their colleagues will not “free ride” off their efforts and compete directly with 
them.   

On the other hand, programs that are truly non-exclusive generally are viewed as 
posing substantially fewer risks of anticompetitive effects than those that are exclusive because 
payers can bypass the program altogether if they wish.  If health plans like the product offered by 
the program, they can purchase it; if they do not, they can always contract independently with the 
provider.  As a result, the Health Care Policy Statements provide more latitude for non-exclusive 
programs; for example, financially-integrated physician networks that are non-exclusive receive 
“safety zone” treatment if they include no more than thirty percent of the physicians in each 
physician specialty in the relevant geographic market, but must include no more than twenty 
percent of the physicians if the program is exclusive.72  Similarly, the MedSouth advisory opinion 
relied heavily on assurances that the physician program would be non-exclusive,73 as have 
numerous consents,74 and FTC Advisory Opinions and DOJ Business Review Letters.75  

Accordingly, CI programs should have the option of being either non-exclusive, 
or exclusive, depending on their particular circumstances, market requirements, and state of 
evolution in their own development.  It is likely that in their early stages, many programs may 
seek to be non-exclusive while they develop their initiatives and have relatively few contracts.  
Thus, out of necessity, providers likely will need to contract outside the program.  In addition, the 
program may start out with a relatively large number of providers with the expectation that a 
number of them who are unwilling or unable to meet the program’s requirements will drop out.  
As the program matures, however, it could require a substantial exclusivity commitment as one 
aspect of its increased clinical integration.  Other programs may take a different path and start out 
by requiring a very heavy investment in time and infrastructure, and from the very beginning 
view themselves as close to a “loose group practice”, and therefore require exclusivity – just as 
law firms do. 
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Where CI programs operate on a completely non-exclusive basis, so that health 
plans are free to contract directly with providers, there is far less risk of anticompetitive effects.  
In effect, the program is offering health plans an alternative product which they are free to 
contract for, if they find it beneficial, or bypass and contract directly with the providers, if they 
are not interested.76  

Effect on prices.  The ultimate issue in the typical antitrust analysis is the effect 
of the conduct in question on prices.  It is important, however, that in the case of CI, to compare 
the program’s prices to those available in a competitive market for the same services.  

To do this, it is essential to consider whether the services offered by the CI 
program are the same as those offered by the benchmark peer group to which it is compared.  CI 
programs, however, are not necessarily offering the same “product” that providers can and do 
offer individually.  Instead, the CI program is designed to enable providers to lower costs (which 
may involve reduced utilization), as well as to furnish higher quality services, or to offer a 
package of clinical services and the integration mechanism for achieving efficiencies.  CI 
programs also may provide payers valuable transaction efficiencies, including the ability to 
access a broad panel with a single signature contract, credentialing, and assistance in provider 
relations tasks. 

Thus, the appropriate analysis will not involve simply comparing the price-per-
service that would be reflected in a negotiated fee schedule.  Indeed, it may be the case that the 
price-per-service may increase through a CI program in order to compensate providers for their 
time and expense in developing and implementing the CI program and the higher value of the 
network product.77  Thus, a better comparison would be based on the “quality-adjusted” price of 
furnishing the total array of health care services needed to provide a certain level of health care to 
a defined set of health plan enrollees.  Such an approach would take into account savings to the 
health plan due to the reduction in unnecessary procedures, hospital admissions and other 
services, as well as the enhanced quality of services furnished through the network, and any 
savings due to transactional efficiencies.  For reasons discussed above in connection with the 
difficulties of finding suitable benchmarks, however, it is likely to be very difficult to perform 
such a comparison in a rigorous manner. 

CONCLUSION 

We intend to continue our dialogue with the antitrust authorities and invite their 
comments in order to obtain some further assurances and to encourage the emergence of properly 
constructed clinical integration programs.  This is not to say that the issues associated with 
clinical integration are simple.  But given that this is an area that holds the promise of  higher 
quality and efficient delivery of healthcare services, it is crucial that clinical integration initiatives 
should not be prematurely chilled by uncertainty about the appropriate antitrust standards. 
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Accountable Care Organizations – AHA Research Synthesis Report 

Executive Summary 

 
Introduction 

This AHA Research Synthesis Report presents an overview of Accountable Care Organizations (ACOs), 

including a discussion on the potential impact of ACOs, key questions to consider in developing an ACO, 

and a review of the key competencies needed to be an effective ACO.  This report focuses on the overall 

concept of ACO yet highlights the specifics of the ACO model proposed in health reform legislation.   

 

What are ACOs? 

The term Accountable Care Organization (ACO) describes the development of partnerships between 

hospitals and physicians to coordinate and deliver efficient care (Fisher, 2006).  The ACO concept 

envisions multiple providers assuming joint accountability for improving health care quality and slowing 

the growth of health care costs.  The concept was also included in national health care reform legislation 

as one of several demonstration programs to be administered by Medicare (Patient Protection and 

Affordable Care Act, 2010).  However, ACOs described in health reform legislation are operationally 

different from other ACO models.  The role of ACOs in integrating and aligning provider incentives in care 

delivery requires participating organizations to posses certain key competencies, as identified in the 

literature:   

Required Organizational  
Competencies for ACOs 

Key Literature on ACOs 

Health 
Reform 
(2010) 

Shortell/ 
Casalino 
(2010) 

McClellan/ 
Fisher 
(2010) 

Miller 
(2009) 
 

Fisher/ 
McClellan 
(2009) 

MedPAC 
(2009) 
 

1. Leadership x x N/A x N/A N/A 

2.Organizational culture of 
teamwork 

N/A x N/A x N/A x 

3.Relationships with other 
providers  

x x x x x x 

4.IT infrastructure for population 
management and care 
coordination 

x x x x x x 

5.Infrastructure for monitoring, 
managing, and reporting 
quality 

x x x x x x 

6.Ability to manage financial risk N/A x x x x x 

7.Ability to receive and distribute 
payments or savings 

x x x x x x 

8.Resources for patient 
education and support 

x x N/A x N/A N/A 

Information on the impact of ACOs is limited and points to key questions that still need to be answered as 

both the federal and private sectors prepare for widespread implementation of the model. 

 

Key Questions to Consider 

The following are key questions to consider in the development and implementation of ACOs. 

1. What are the key competencies required of ACOs? 

2. How will ACOs address physician barriers to integration?  

3. What are the legal and regulatory barriers to effective ACO implementation?  

4. How can ACOs maintain patient satisfaction and engagement?  

5. How will quality benchmarks be established? 

6. How will savings be shared among ACOs? 
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Introduction 

Under the charge of the AHA Committee on Research, the AHA Research Synthesis Reports 

seek to answer parts of the AHA’s top research questions.  This AHA Research Synthesis 

Report addresses the following question from the AHA Research Agenda: 

 

What is the role of the hospital in a new community environment that provides more efficient 

and effective health care (e.g., what are the redesigned structures and models, the role and 

implementation of accountable care organizations, the structures and processes needed to 

implement new payment models such as bundled payments, and how do organizations 

transition to this new role)?    

 

This report is the second in the series and presents an overview of Accountable Care 

Organizations (ACOs), including a discussion regarding the potential impact of ACOs, key 

questions to consider in developing an ACO, and a specific review of the key competencies 

needed to be an effective ACO.  

 

What are Accountable Care Organizations? 

The term Accountable Care Organization (ACO) was formalized by Dr. Elliott Fisher in a 2006 

Health Affairs article to describe the development of partnerships between hospitals and 

physicians to coordinate and deliver efficient care (Fisher, 2006).  The ACO concept, which had 

been in existence before the Elliot Fisher article, seeks to remove existing barriers to improving 

the value of care, including a payment system that rewards the volume and intensity of provided 

services instead of quality and cost performance and widely held assumptions that more 

medical care is equivalent to higher quality care (Fisher et al., 2009).  

 

The ACO concept envisions the development of legal agreements between hospitals, primary 

care providers, specialists, and other providers to align the incentives of these providers to 

improve health care quality and slow the growth of health care costs.  ACOs would reach these 

goals by promoting more efficient use of treatments, care settings, and providers (Miller, 2009).  

 

The success of the ACO model in fostering clinical excellence and continual improvement while 

effectively managing costs hinges on its ability to incentivize hospitals, physicians, post-acute 

care facilities, and other providers involved to form linkages that facilitate coordination of care 

delivery throughout different settings and collection and analysis of data on costs and outcomes 

(Nelson, 2009).  This predicates that the ACO will need to have organizational capacity to 

establish an administrative body to manage patient care, ensure high quality care, receive and 

distribute payments to the entity, and manage financial risks incurred by the entity.  

 

The ACO model was included in national health care reform legislation as one of several 

demonstration programs to be administered by the Centers for Medicare and Medicaid Services 

(CMS), along with bundled payment and other key care delivery approaches.  ACOs 

participating in the CMS program would assume accountability for improving the quality and 

cost of care for a defined patient population of Medicare beneficiaries.  As proposed, ACOs 

would receive part of any savings generated from care coordination as long as benchmarks for 

the quality of care are also maintained.  Health care reform provides a definition for the ACO 

model included in the demonstration programs.  However, many details have yet to be defined. 
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Many experts believe ACOs in general will include certain core characteristics, including the 

participation of a diverse group of providers—including primary care physicians, specialists, and 

a hospital—and the ability to administer payments, determine benchmarks, measure 

performance indicators, and distribute shared savings (Deloitte, 2010).  However, they could 

vary in their structure and payment model.  For example, the ACO program proposed in health 

reform legislation limits provider exposure to financial risks, as it does not deviate from the 

current fee-for-service payment system and includes no payment penalties.  On the other hand, 

ACOs that are being paid a fixed price are responsible for financial gain or loss.  

 

This report focuses on the overall concept of the ACO and will attempt to highlight specifics of 

the ACO model proposed in health reform legislation where differences appear in existing 

literature. 

 

Distinguishing Between ACOs and Earlier Care Delivery Initiatives  

Health maintenance organizations (HMOs) and patient-centered medical homes (PCMHs) share 

commonalities with the ACO concept as large-scale attempts to improve health care delivery 

and payment.  Even though the ACO model builds upon these previous attempts at health care 

delivery reform, there are variations between the ACO model and HMOs and PCMHs.   

 

ACOs and PCMHs 

The PCMH model, which emphasizes strengthening and empowering primary care to 

coordinate care for patients across the continuum of care, can be viewed as being 

complementary to the ACO model (Devers and Berenson, 2009).  Both models promote the 

utilization of enhanced resources—including electronic health records, patient registries, and 

increased patient education—to achieve the goal of improved care (Miller, 2009).  However, 

unlike the ACO model, the PCMH does not offer explicit incentives for providers to work 

collaboratively to reduce costs and improve quality.  Also, the PCMH model calls specifically for 

primary care providers to take responsibility for coordinating care, which could prove 

challenging if these providers do not have resources or established relationships with other 

providers to undertake these tasks.  

 

The ACO model is expected to address some of the limitations in the PCMH model.  For 

instance, the ACO model fosters accountability for care and costs by offering a joint payment to 

all providers involved in the provision of care.  Also, the ACO model does not specify any type of 

provider to take the role as administrator of the ACO, but rather, offers characteristics for the 

types of organizations/providers that could assume the role of administrator.  Also, unlike the 

PCMH model, a variety of payment models have been proposed for the ACO model, ranging 

from traditional fee-for-service payment to full capitation.  Despite these key differences in the 

PCMH and ACO models, it is important to note that, far from being competing models, the 

PCMH structure could aid providers in taking on the additional accountability and administrative 

activities necessary to become an ACO.  

 

ACOs and HMOs 

The key difference between the ACO concept and HMOs lies in the payment structure and level 

of provider risk involved.  While HMOs have typically been arranged around capitation, ACOs 
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recognize variation in regional health care markets and the ability of providers to accept new 

payment models (Devers and Berenson, 2009).  One proposed payment approach for public 

and private-sector ACO programs is the ―shared savings‖ approach, used in the Brookings-

Dartmouth and Medicare ACO program, where providers receive regular fee-for-service 

payment but qualify to share in any savings resulting from cost reduction and meeting 

predetermined performance and/or utilization targets.  Other payment methods proposed in 

current literature for ACOs include a bundled payment, negotiated by the providers and payers, 

for an episode of care or capitation, similar to HMOs.  It is important to note that the type of 

payment approach adopted is closely related to the level of financial risk that the providers are 

expected to assume.  The primary criticism of the HMO model is that by making cost reduction 

its primary goal it sometimes sacrificed the quality of care.  Providers participating in HMOs 

have also complained about the inadequate payment rates and high level of financial risk 

involved in the HMO model.  Policymakers believe the ACO model incorporates some of these 

lessons learned from the HMO model.  

 

ACOs and Health Care Reform 

The Patient Protection and Affordable Care Act calls for the creation of an ACO program 

administered by CMS by January 1, 2012.  Qualifying providers, including hospitals, physician 

group practices, networks of individual practices, and partnerships between hospitals and other 

health care professionals will be eligible to form ACOs.  ACOs will ―be willing to become 

accountable for the quality, cost, and overall care of the Medicare fee-for-service beneficiaries 

assigned to it‖ and will also be expected to meet specific organizational and quality performance 

standards—which are still to be determined by CMS—in order to be eligible to receive payments 

for shared savings.  The legislation does not provide specifics on how ACOs will be held 

financially accountable, as they will not be subject to financial risks in the form of payment 

penalties if they do not achieve their savings targets (CMS, 2010).  Some of the additional 

stipulations for ACOs include: 

 ACOs must have a formal legal structure to receive and distribute shared savings to 

participating providers. 

 Each ACO must employ enough primary care professionals to treat their beneficiary 

population (minimum of 5,000 beneficiaries) as deemed sufficient by CMS. 

 Each ACO must agree to at least three years of participation in the program. 

 Each ACO will have to develop sufficient information about their participating health care 

professionals to support beneficiary assignment and for the determination of payments 

for shared savings. 

 ACOs will be expected to include a leadership and management structure that includes 

clinical and administrative systems. 

 Each ACO will be expected to have defined processes to promote evidence-based 

medicine, report on quality and cost measures, and coordinate care. 

 ACOs will also be required to produce reports demonstrating the adoption of patient-
centered care. 
 

CMS expects to release additional information about the ACO program this fall in a Notice of 
Proposed Rulemaking (CMS, 2010). 
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Potential Impacts of ACOs 

Given the recent emergence of ACOs, providers considering participation in the CMS program 

do not have a long history of research on practicing ACOs to review.  A limited amount of 

research exists on payment and delivery initiatives similar to ACOs that have been tested since 

as early as 1998 (shown in Box 1).  These models include a combination of federal, regional, 

state, and local initiatives.  These efforts offer some evidence on the potential impact of ACOs 

to reduce costs, improve coordination, and better align incentives of providers, payers, and 

patients.  These efforts also share some of the critical characteristics of the ACO concept, 

including care coordination, evidence-based practice, and the sharing of savings based on 

improvements in quality and reductions in cost. 

 

Box 1 – Precursors of ACOs  

Community Care of North Carolina 

Since 1998, the state of North Carolina has operated Community Care of North Carolina, an 

enhanced medical home supported by the state’s Medicaid program.  The program builds 

community health networks organized collaboratively by hospitals, physicians, health 

departments, and social service organizations to manage care.  Each enrollee is assigned to a 

specific primary care provider, while network case managers work with physicians and hospitals 

to identify and manage care for high-cost patients.  A study by the University of North Carolina 

found that the program saved roughly $3.3 million in the treatment of asthma patients and $2.1 

million in the treatment of diabetes patients between 2000 and 2002, while reducing 

hospitalizations for both patient groups.  In 2006, the program saved the state roughly $150 to 

$170 million (Kaiser Commission, 2009). 

 

Physician Group Practice Demonstration 

In 2005, Medicare developed the Physician Group Practice Demonstration, a group of ten 

provider organizations and physician networks to test shared savings.  Providers are incentivized 

to coordinate care delivered to Medicare patients.  Physician groups receive cost and quality 

performance payments if they achieve Medicare savings of more than two percent and 

additional bonuses beyond the two percent threshold.  Performance payments are designed 

to reward both cost efficiency and performance on 32 quality measures phased in through the life 

of the demonstration.  Through year three of the program, all ten participating sites achieved 

success on most quality measures, and five collectively received over $25 million in bonuses as 

a share of $32 million in Medicare cost reductions (McClellan et al., 2010).  

 

Pathways to Health, Battle Creek, Michigan 

In 2006 Integrated Health Partners participated in a chronic disease initiative with Blue Cross 

Blue Shield of Michigan (BCBSM).  The initiative was later restructured into Pathways to Health, 

a framework that includes several local health care stakeholders such as insurers, consumers, 

and employers interested in reducing hospitalization and improving chronic care delivery in their 

area.  Pathways to Health features key ACO concepts such as a patient-centered medical 

home, value-based purchasing, and community buy-in.  The collaborative is currently 

developing a new payment structure and improving its patient data collection efforts.  BCBSM 

reports that hospitalizations for conditions that can be prevented via better ambulatory care have 

dropped 40 percent over the three-year life of the program (Simmons, 2009). 
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Even though the models in Box 1 include some characteristics of ACOs and could provide some 

insight in the impact of ACOs, federal and private sector ACO programs (Box 2) that are 

currently underway or planned for the future could provide better lessons for providers and 

payers interested in participating in ACOs.  

 

Key Questions to Consider 

Hospitals and other providers interested in participating in private sector and CMS ACO 

programs need to consider their preparedness in the face of the limited information available 

and identify steps to undertake to facilitate participation in the emerging ACO programs.  To aid 

hospitals, physician groups, and other organizations in making this assessment, we identify the 

following key questions in Box 3 that still need to be addressed and attempt to answer them with 

information available from the literature. 

Box 2 – Sample ACO Pilots 

 

Brookings/Dartmouth Accountable Care Collaborative 

The Brookings Institution and the Dartmouth Institute for Health Policy are currently 

collaborating on the development of an ACO model focusing on local accountability, shared 

savings, and enhanced performance measurement.  Roanoke, Virginia-based Carilion 

Clinic, a multi-specialty group practice with more than 500 physicians and seven hospitals, 

has been selected by the Brookings/Dartmouth collaborative as a pilot site for ACO 

adoption, along with Norton Health System in Louisville and Tucson Medical Center in 

Arizona. 

 

Baylor Health System 

Dallas-based Baylor Health System, a 13-hospital system with 4,500 physicians, is currently 

developing an ACO model with a bundled payment system to control costs and improve care 

coordination.  Baylor is directly marketing the ACO concept to employers, offering lower costs in 

exchange for participation in specific health insurance plans (Deloitte, 2010). 

 

Robert Wood Johnson Foundation Medical School 

A pilot ACO program at Robert Wood Johnson Foundation Medical School in New Jersey will 

engage 100-500 physicians, several specialties, and six hospitals (Deloitte, 2010).  The ACO’s 

payment structure is still to be determined, but system leaders envision that the effort will link up 

the Robert Wood Johnson Medical Group—the state’s largest multi-specialty network—with the 

30 to 40 percent of primary care practices that have existing relationships with the school 

(Nelson, 2009). 

 

Premier ACO Collaboratives 

In May 2010, the Premier health care alliance announced plans to launch a two-track system for 

its member hospitals to participate in an ACO.  The first effort, the ACO Implementation 

Collaborative, will consist of members who already possess the critical characteristics and 

relationships needed for successful ACO participation.  The second effort, the ACO Readiness 

Collaborative, is designed to prepare hospitals by helping them to develop the skills and 

operational capacity necessary to implement in the future.  To date, 70 hospitals and 5,000 

physicians in 15 states have signed up for the two collaboratives. 
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1. What are the key competencies required of ACOs? 

In order to qualify for the CMS program, participating ACOs will have to formalize a 

management structure to coordinate operations between participating providers and create a 

system for distributing shared payment.  In general, the tasks and goals of ACOs will require 

both the ACO administrator and participating providers to possess certain core competencies.  

The competencies outlined in Table 1 below are identified in recent key literature on ACOs.  

 

Table 1: Required competencies for ACOs as determined by key ACO literature 

Required Organizational  
Competencies for ACOs 

Key Literature on ACOs 

Health 
Reform 
(2010) 

Shortell/ 
Casalino 
(2010) 

McClellan/ 
Fisher 
(2010) 

Miller 
(2009) 
 

Fisher/ 
McClellan 
(2009) 

MedPAC 
(2009) 
 

1. Leadership x x N/A x N/A N/A 

2. Organizational culture of 
teamwork 

N/A x N/A x N/A x 

3. Relationships with other 
providers  

x x x x x x 

4. IT infrastructure for 
population management 
and care coordination 

x x x x x x 

5. Infrastructure for 
monitoring, managing, and 
reporting quality 

x x x x x x 

6. Ability to manage financial 
risk 

N/A x x x x x 

7. Ability to receive and 
distribute payments or 
savings 

x x x x x x 

8. Resources for patient 
education and support 

x x N/A x N/A N/A 

Legend: 

 N/A – indicates that the authors do not explicitly discuss the competency in their literature.  

 X – Even though the indicated authors discuss the key competencies, there may be differences in how they 
perceive the importance and application of the competencies in ACOs. 

 

The structure of some care delivery organizations, such as Integrated Delivery Systems (IDSs) 
may facilitate the formation of an ACO because they may already possess the competencies 
identified in the literature.  IDSs typically already assume some accountability for cost and 
quality, and often possess the population health data needed to effectively administer an ACO 

Box 3 – Key Questions on ACOs 
 

1. What are the key competencies required of ACOs? 

2. How will ACOs address physician barriers to integration?  

3. What are the legal and regulatory barriers to effective ACO implementation?  

4. How can ACOs maintain patient satisfaction and engagement?  

5. How will quality benchmarks be established? 

6. How will savings be shared among ACOs? 
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(Miller, 2009).  IDSs with high-functioning leadership structures to handle the legal and clinical 
requirements of the ACO model may be best prepared to qualify for an ACO at present 
(Hastings, 2009).  Other care delivery organizations such as Multispecialty Group Practice 
(MSGP), Physician-Hospital Organization (PHO) and Independent Physician Association (IPA) 
may possess a partial list of the competencies and need to work on developing others.  
However, free-standing hospitals, post-acute care providers such as skilled nursing facilities 
(SNFs), inpatient rehabilitation facilities (IRFs), and long-term care hospitals (LTCHs), and small 
physician practices, can also position themselves to successfully participate in an ACO with 
appropriate technical assistance and/or practice redesign.  
 
In addition to the core competencies identified in the literature above, there are other important 

competencies cited by thought leaders that could help organizations participating in an ACO 

acclimate to the novel care delivery and payment structure: 

 

 Spread – ability to aggressively identify and disseminate best practices that promote 

efficiency of care delivery, improved quality of care, and reduced cost within an 

organization.  This competency is important both at the individual institution level as well 

as the ACO level. 

 Reach – established linkages between ACOs (or participating organizations) and public 

health/community resources in their catchment area to facilitate the transition of patients 

from the care delivery setting back into the community.  

 Regional Health Information Exchange – participation in a multi-stakeholder health 

information exchange to share health care information with the goal of improving health 

and care in the community.  

 

2. How will ACOs address physician barriers to integration?  

Overcoming physician attitudes favoring autonomy and individual accountability over 

coordination will pose a major challenge to hospitals pursuing an ACO model, especially if they 

do not currently enjoy strong affiliations with physician groups who have admitting privileges 

(Fisher et al., 2006).  Physician groups who are already part of integrated health systems may 

have an early edge in comparison to independent practice associations preparing to join an 

ACO.  Physician groups will also have to be convinced that a strong business case exists for 

ACO development, and some groups may resist capitation and potential penalties for physicians 

related to quality performance, as have been proposed for some ACO models (Deloitte, 2010). 

 

Other challenges may include deciding on the appropriate reimbursement model that is 

attractive to physicians and that falls within the existing legal requirements.  Organizations 

participating in an ACO will also need to navigate differences in what they consider to be the 

appropriate use of potential shared savings.  While hospitals may choose to use savings to 

offset any expenditures related to the ACO implementation or decrease in revenue stream 

resulting from reduction in volume, primary care physicians may choose to use the savings to 

pay for care management and information technology infrastructure (Miller, 2009).  

 

3. What are the legal and regulatory barriers to effective ACO implementation?  

The actualization of the ACO concept will prove challenging in the current legal environment.  

Sharing financial incentives across providers and incentivizing the use of evidence-based 

protocols can place participating providers at risk of violating federal laws that govern physician 
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self-referral for Medicare patients and laws that protect patients and federal health care 

programs from fraud and abuse.   

 

Hospitals preparing to join both federal and private-sector ACO programs may need to assess 

and potentially revise their existing contracts with other providers also taking part in the ACO.  

Implementing the ACO concept, which may require hospitals and physicians and other 

providers to accept one payment for all services and share financial incentives, could be in 

violation of previous interpretations of the Anti-Kickback Statute and Civil Monetary Penalty Law 

(Fader, 2010).  Uncertainty about the antitrust consequences will deter precompetitive, 

innovative arrangements.  Nonprofit hospitals would need to determine whether their 

involvement with participating, for-profit physician practices as part of an ACO complies with 

IRS guidelines for nonprofit institutions (Fader, 2010).   

 

The health care reform bill does not create safe harbors or exceptions that address the 

operation of ACOs under current laws.  However, the bill does permit the Secretary of Health 

and Human Services (HHS) to waive the requirements of the Anti-kickback, Stark, and Civil 

Monetary Penalty laws as necessary to administer ACOs (Bass, Berry, and Sims, 2010).   

   

4. How can ACOs maintain patient satisfaction and engagement?  

Medicare beneficiaries participating in the ACO program may not necessarily be aware of their 

assignment within an ACO and will be able to continue to choose their providers, including 

those who are not participating in their assigned ACO (CMS, 2010).  However, adequate patient 

education will still be necessary to ensure that patients do not regard the ACO model 

unfavorably.  Patients will need to understand how ACOs will impact the care they receive in the 

form of better quality, efficient care, and improved health outcomes resulting from coordinated 

care. 

 

Since health outcomes are largely dependent on patients’ participation in care, providers will 

need to actively engage consumers in the care that they receive and ensure that patients have 

a basic understanding of health care costs and the importance of efficient care delivery (Miller, 

2009).  Lastly, ACOs could maintain accountability to patients by measuring and reporting on 

patients’ experience of care, in addition to reporting on costs and health outcomes (Miller, 

2009).  

 

5. How will quality benchmarks be established? 

A critical component of the administration of ACOs that has not been determined in federal 

health reform and other key literature pertains to the quality benchmarks to which providers will 

be held accountable.  Health reform legislation leaves the final decision of measure selection for 

ACOs to federal health officials, and the available literature does not provide guidance on how 

to choose appropriate measures.  

 

As the CMS program and other private ACO initiatives are established, it is important to ensure 

that the quality benchmarks established and how they are interpreted and reported are 

standardized nationwide.  The measures will also have to be applicable to different care 

providers and span care settings to accommodate the set of providers included in an ACO.  
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Lastly, the benchmarks will need to include a combination of process, outcome, and patient 

experience measures in order to accurately evaluate all aspects of care provided. 

 

6. How will savings be shared among ACOs? 

Payment reform is an important component of ACOs, since it is the main vehicle for holding 

providers accountable for the quality and cost of care that they provide.  Experts have proposed 

several payment approaches for ACOs, which correlate with the level of risk that providers are 

expected to assume.  Shortell and Casalino propose a three-tiered approach for risk-reward 

payment.  In the first tier, which involves no risk, providers will receive shared savings and 

bonuses for meeting defined quality measures and staying under the expected costs of 

delivering care to patients.  In the second tier, providers will receive shared savings for 

managing costs and hitting quality benchmarks, and will be liable for care that exceeds 

spending targets.  In the third tier, providers assume greater risk and are paid through full or 

partial capitation.  They could also qualify for substantial bonuses for meeting quality and patient 

experience targets (Shortell and Casalino, 2010).   

 

The proposed payment model in health reform is a combination of the first and second tier of 

the Shortell/Casalino model.  However, the specifics of it are yet to be defined by federal health 

officials.  The model of payment for any ACO, as well as associated bonuses and penalties, will 

have to be substantial enough to generate change in the way care is delivered.   

 

Conclusions 

While some parallels exist between ACOs and existing efforts to coordinate care and integrate 

provider activities, substantial gaps exist in how an ACO will be structured and the impact that it 

will actually have on care delivery, quality, and costs.  The early consensus emerging from ACO 

researchers appears to be that the model shows some promise as a driver of both quality 

improvement and cost control via care coordination (Devers and Berenson, 2009). 

 

Hospitals and health systems considering ACO participation should assess their capabilities in 

several key core competencies that will likely be necessary for successful ACO implementation, 

including IT infrastructure, resources for patient education, team-building capabilities, strong 

relationships with physicians and other providers, and the ability to monitor and report quality 

data.  Providers should be prepared to make major investments in these areas where necessary 

(Shortell and Casalino, 2010).  ACOs whose members already possess many of these 

characteristics are expected to be most successful at implementation in the short run (Deloitte, 

2010).  However, even providers who already possess key organizational, technical and clinical 

competencies may find that adjusting to an ACO will still require the sustained development and 

strengthening of those capacities in order to be successful (Devers and Berenson, 2010). 
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Appendix – Medicare ACO Q & A Document 

 

Medicare “Accountable Care Organizations” 
Shared Savings Program – New Section 1899 of Title XVIII 

 
Preliminary Questions & Answers 

 
CMS/Office of Legislation 

 
The Affordable Care Act (ACA) improves the health care delivery system through incentives to 
enhance quality, improve beneficiary outcomes and increase value of care. One of these key 
delivery system reforms is the encouragement of Accountable Care Organizations (ACOs). 
ACOs facilitate coordination and cooperation among providers to improve the quality of care for 
Medicare beneficiaries and reduce unnecessary costs. This document provides an overview of 
ACOs and the Medicare Shared Savings Program.  
 
Q: What is an “Accountable Care Organization”?  
 
A: An Accountable Care Organization, also called an ―ACO‖ for short, is an organization of 
health care providers that agrees to be accountable for the quality, cost, and overall care of 
Medicare beneficiaries who are enrolled in the traditional fee-for-service program who are 
assigned to it.  
 
For ACO purposes, ―assigned‖ means those beneficiaries for whom the professionals in the 
ACO provide the bulk of primary care services.  Assignment will be invisible to the beneficiary, 
and will not affect their guaranteed benefits or choice of doctor.  A beneficiary may continue to 
seek services from the physicians and other providers of their choice, whether or not the 
physician or provider is a part of an ACO.  
 
Q: What forms of organizations may become an ACO?  
 
A: The statute specifies the following:  

1) Physicians and other professionals in group practices  
2) Physicians and other professionals in networks of practices  
3) Partnerships or joint venture arrangements between hospitals and physicians/ 

professionals  
4) Hospitals employing physicians/professionals  
5) Other forms that the Secretary of Health and Human Services may determine appropriate.  

 
Q: What are the types of requirements that such an organization will have to meet to 

participate?  
 
A: The statute specifies the following:  

1) Have a formal legal structure to receive and distribute shared savings  
2) Have a sufficient number of primary care professionals for the number of assigned 

beneficiaries (to be 5,000 at a minimum)  
3) Agree to participate in the program for not less than a 3-year period  
4) Have sufficient information regarding participating ACO health care professionals as the 

Secretary determines necessary to support beneficiary assignment and for the 
determination of payments for shared savings.  
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5) Have a leadership and management structure that includes clinical and administrative 
systems  

6) Have defined processes to (a) promote evidenced-based medicine, (b) report the 
necessary data to evaluate quality and cost measures (this could incorporate 
requirements of other programs, such as the Physician Quality Reporting Initiative 
(PQRI), Electronic Prescribing (eRx), and Electronic Health Records (EHR), and (c) 
coordinate care  

7) Demonstrate it meets patient-centeredness criteria, as determined by the Secretary.  
 
Additional details will be included in a Notice of Proposed Rulemaking that CMS expects to 
publish this fall.  
 
Q: How would such an organization qualify for shared savings?  
 
A: For each 12-month period, participating ACOs that meet specified quality performance 
standards will be eligible to receive a share (a percentage, and any limits to be determined by 
the Secretary) of any savings if the actual per capita expenditures of their assigned Medicare 
beneficiaries are a sufficient percentage below their specified benchmark amount.  The 
benchmark for each ACO will be based on the most recent available three years of per-
beneficiary expenditures for Parts A and B services for Medicare fee-for-service beneficiaries 
assigned to the ACO.  The benchmark for each ACO will be adjusted for beneficiary 
characteristics and other factors determined appropriate by the Secretary, and updated by the 
projected absolute amount of growth in national per capita expenditures for Part A and B.  
 
Q: What are the quality performance standards?  
 
A: While the specifics will be determined by the HHS Secretary and will be promulgated with the 
program’s regulations, they will include measures in such categories as clinical processes and 
outcomes of care, patient experience, and utilization (amounts and rates) of services.  
 
Q: Will beneficiaries that receive services from a health care professional or provider that 
is a part of an ACO be required to receive all his/her services from the ACO?  
 
A: No.  Medicare beneficiaries will continue to be able to choose their health care professionals 
and other providers.  
 
Q: Will participating ACOs be subject to payment penalties if their savings targets are not 
achieved?  
 
A: No.  An ACO will share in savings if program criteria are met but will not incur a payment 
penalty if savings targets are not achieved. 
 
Q: When will this program begin?  
 
A: We plan to establish the program by January 1, 2012.  Agreements will begin for 
performance periods, to be at least three years, on or after that date.  
 
 
Source: https://www.cms.gov/OfficeofLegislation/Downloads/AccountableCareOrganization.pdf 

https://www.cms.gov/OfficeofLegislation/Downloads/AccountableCareOrganization.pdf
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quality and spending targets. Level II ACOs would receive greater proportions of shared savings 

but would assume some risk for not meeting agreed-upon targets.  Level III ACOs would be 

http://content.healthaffairs.org/cgi/content/abstract/26/1/w44
http://content.healthaffairs.org/cgi/reprint/28/2/w219
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paid through full or partial capitation. The article also explores the implementation hurdles that 

prospective ACOs must pass, including practice redesign, process improvement, EHR 

implementation and leadership development.  

 

4. Miller, H. (2009) How to Create Accountable Care Organizations. Center for Healthcare 

Quality and Payment Reform. 

 

Summary: This comprehensive assessment surveys the potential of the ACO model for 

improving quality and controlling costs, and examines the ways ACOs will impact primary care 

physicians, hospitals and consumers. The article notes several potential areas of improvement 

for hospitals participating in ACOs, including improved efficiency of patient care, the use of less 

costly treatment avenues, reductions in health care-acquired conditions and reductions in 

preventable admissions. The author concludes that ACOs will not adhere to a single formula, 

and asserts that while long-term improvements are possible, providers should prepare both 

organizationally and financially for an extended transition period. 

http://www.chqpr.org/downloads/HowtoCreateAccountableCareOrganizations.pdf 

 

5. MedPAC (2009) Report to the Congress: Improving Incentives in the Medicare Program. 

Chapter 2.  

 

Summary: The report explores different potential models for ACOs administered by CMS, 

including a voluntary program with bonuses for meeting quality and spending targets and a 

mandatory model with physicians assigned to hospitals based on Medicare claims. The article 

concludes that ACOs could slowly incentivize change, emphasizing the importance ACOs will 

need to place on coordination, system thinking and constant refinement. 

http://www.medpac.gov/chapters/Jun09_Ch02.pdf  

 

6. Devers, K. and Berenson, R. (2009) Can Accountable Care Organizations Improve the 

Value of Health Care by Solving the Cost and Quality Quandaries? Robert Wood Johnson 

Foundation. 

 

Summary: The authors survey the potential of ACOs for managing patients’ continuum of care 

across different institutional settings, better allocation of resources and serving as a framework 

for improved performance measurement of patient populations. The article concludes that ACOs 

have the potential to improve quality and reduce costs, but will require years of practice and 

refinement to reach those goals. 

http://www.rwjf.org/qualityequality/product.jsp?id=50609 

 

Evaluation of demonstration projects: 

 

7. Simmons, J. (2010) The Medical Home as Community Effort. Health Leaders. (April 2010, 

pp. 50-51). 

 

Summary: The author looks at the three-year-old Pathways to Health collaborative in Battle 

Creek, Michigan, an effort that brought together Integrated Health Partners, Battle Creek Health 

http://www.chqpr.org/downloads/HowtoCreateAccountableCareOrganizations.pdf
http://www.medpac.gov/chapters/Jun09_Ch02.pdf
http://www.rwjf.org/qualityequality/product.jsp?id=50609
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System and local health plans to create a framework including a patient-centered medical 

home, value-based purchasing and community buy-in. The article focuses on the development 

of the ACO, as providers, consumers and health plans met and ultimately formed a leadership 

team.  The article details efforts to retain accurate patient data and implement Plan-Do-Study-

Act ideals, while creating a new bundled payment structure. So far, Blue Cross Blue Shield of 

Michigan reports that hospitalizations ―for those conditions that better ambulatory care can 

prevent‖ have dropped forty percent. 

http://www.healthleadersmedia.com/content/MAG-249300/Quality-The-Medical-Home-as-

Community-Effort 

 

8. Kaiser Commission on Medicaid and the Uninsured. (2009) Community Care of North 

Carolina: Putting Health Reform Ideas into Practice in Medicaid. 

 

Summary: This article assesses North Carolina’s Community Care of North Carolina program, 

an enhanced medical home model operated by the state’s Medicaid program.  The program 

relies on nonprofit community networks of hospitals, physicians, health departments and social 

service organizations to manage care, and notes that the program saved roughly $3.3 million in 

the treatment of asthma patients and $2.1 million in the treatment of diabetes patients between 

2000 and 2002, while reducing hospitalizations for both patient groups. In 2006, the program 

saved the state roughly $150 to $170 million. The article concludes that the practices developed 

by CCNC show promise as tools to implement health reform national and provide ―coordinated, 

cost effective care to low-income individuals with significant health needs.‖ 

http://www.kff.org/medicaid/upload/7899.pdf 

 

9. Nelson, Bryn. (2009) Quality over Quantity. The Hospitalist. 

 

Summary: The article considers the role integrated systems have played in inspiring ACOs, and 

surveys a handful of ACO pilots, including Carilion Clinic in Virginia and Robert Wood Johnson 

Medical School in New Jersey. The article explores possible ACO frameworks, noting that 

successful models will include the key concepts of local accountability, shared savings and 

enhanced performance measurements. 

http://www.the-hospitalist.org/details/article/477391/Quality_over_Quantity.html 

 

Other Published Literature 

 

10. CMS Office of Legislation (2010) Medicare Accountable Care Organizations Shared Savings 

Program: Preliminary Questions And Answers. 

 

Summary: The document provides an overview of the ACO Shared Savings Program as 

established in the 2010 Patient Protection and Affordable Care Act, and explores some of the 

questions emerging from providers regarding ACO participation, including eligibility for shared 

savings, quality performance standards and the release of future information from CMS 

concerning the ACO program.  

 

https://www.cms.gov/OfficeofLegislation/Downloads/AccountableCareOrganization.pdf 

http://www.healthleadersmedia.com/content/MAG-249300/Quality-The-Medical-Home-as-Community-Effort
http://www.healthleadersmedia.com/content/MAG-249300/Quality-The-Medical-Home-as-Community-Effort
http://www.kff.org/medicaid/upload/7899.pdf
http://www.the-hospitalist.org/details/article/477391/Quality_over_Quantity.html
https://www.cms.gov/OfficeofLegislation/Downloads/AccountableCareOrganization.pdf
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11. McClellan, M., McKethan, A.N, Lewis, J.L., Roski, J., and Fisher, E.S. (2010) A National 

Strategy to Put Accountable Care Into Practice. Health Affairs. (29, No. 5: 982-990). 

 

Summary: The authors analyze ACOs in the context of recent health care reform legislation, 

suggesting that ACOs should have flexibility in terms of design but should broadly be provider-

led organizations centered on primary care, with payments linked to quality improvement and 

cost reduction, and increasingly sophisticated performance measurement.  The article 

discusses the structures of a variety of potential payment models, including partial capitation 

models integrating flat payments with bonuses and penalties related to performance and cost 

benchmarks, and ―symmetric‖ payment models that offer providers proportionately larger 

bonuses as they assume greater accountability for costs. The authors conclude that ACOs may 

have a modest impact on the transformation of payment models in the short-term, but have the 

potential to drive clinical and financial transformation in the long run.  

http://content.healthaffairs.org/cgi/content/abstract/29/5/982 

 

12. Davis, G. and Rich, J. (2010) Health Care Reform: ACOs and Developments in Coordinated 

Care Delivery, Shared Savings and Bundled Payments. McDermott Newsletters. 

 

Summary: The authors compare ACOs to Physician Hospital Organizations (PHOs), arguing 

that while PHOs were organized mainly to facilitate managed care contracting, while ACOs aim 

to better coordinate care as a means to both improve quality and control costs. The article also 

notes some of the key elements of an effective ACO—including medical homes, networks of 

specialists, care integration and reimbursement models that reward cost-effective high-value-

care, and summarizes the provisions of recent health care reform legislation related to ACOs 

and bundled payment. 

http://www.mwe.com/index.cfm/fuseaction/publications.nldetail/object_id/6699b22c-127a-4cf0-

a80b-bab7a75767de.cfm 

 

13. Burke, T. and Rosenbaum, S. (2010) Accountable Care Organizations: Implications for 

Antitrust Policy. Robert Wood Johnson Foundation. 

 

Summary: The authors detail the relationship between ACOs and federal antitrust policy. 

Specifically, the article outlines the emphasis the judiciary system has placed on clinical and 

financial integration as a prerequisite to joint efforts between providers, and notes that 

arrangements that do not meet financial integration standards are susceptible to violating 

antitrust statute. The article summarizes several recent antitrust cases brought by the Federal 

Trade Commission in the context of clinical integration, with examples of both sustained 

partnerships and those rejected by the legal system. The article concludes that taken together, 

the decisions support the enforcement agencies’ position that in order to justify anti-competitive 

practices, partnerships between providers must demonstrate collective effort to improve quality 

and control costs beyond what would have been achieved independently. 

http://www.rwjf.org/qualityequality/product.jsp?id=57509 

 

14. Fader, Henry C. (2010) Are Accountable Care Organizations in Your Vocabulary? Pepper 

Hamilton, LLP. 

 

Summary: The author details the legal framework for structuring an ACO, arguing that the entity 

will require a separate administrative staff that is separate from both the hospital and 

http://content.healthaffairs.org/cgi/content/abstract/29/5/982
http://www.mwe.com/index.cfm/fuseaction/publications.nldetail/object_id/6699b22c-127a-4cf0-a80b-bab7a75767de.cfm
http://www.mwe.com/index.cfm/fuseaction/publications.nldetail/object_id/6699b22c-127a-4cf0-a80b-bab7a75767de.cfm
http://www.rwjf.org/qualityequality/product.jsp?id=57509


Regardless of what legislation 
ultimately passes Congress, many 

policymakers recognize that systemic 
changes are needed in how health 
care is delivered in the United States. 
Anything less than systemic change 
may alter the health care system around 
the edges, but will not achieve the 
meaningful reform that expands  
coverage, improves quality and care 
coordination, rewards effective and 
efficient care, promotes innovation, and 
helps control cost. And as the AHA’s 
Health for Life: Better Health, Better 
Health Care initiative has described,1 
achieving greater clinical integration in 
care delivery is essential to the system 
change needed to achieve these goals. 

Clinical Integration – The Key to Real Reform

AMERICAN HOSPITAL ASSOCIATION
FEBRUARY 2010

TRENDWATCH

Some hospitals already are using a 
broad range of approaches to integrating 
more closely with physicians and other 
health care providers. Clinical integration 
spans the spectrum from initiatives aimed 
at achieving greater coordination around 
a single clinical condition or procedure 
to fully-integrated hospital systems 
with closed staffs consisting entirely of 
employed physicians. 

Hospitals seeking greater clinical  
integration first need to overcome the 
legal hurdles presented by the antitrust, 
Stark, Civil Monetary Penalty and  
anti-kickback laws and the Internal 
Revenue Code. [See page 11 for a chart 
of barriers to clinical integration.] The 
case studies discussed here demonstrate 

the range of clinically-integrated  
hospital initiatives in existence today 
and illustrate how arduous and  
challenging the legal barriers can be. 
While some of these barriers to clinical 
integration are surmountable, they  
can force hospitals and physicians to 
spend substantial time and expense  
in implementing solutions.

Clinical integration can improve  
the quality and efficiency of our health 
care system; however, current legal  
barriers frustrate reform efforts. The 
nation needs laws and regulations that 
encourage or at least do not impede  
our progress in improving care and care 
delivery for patients.

The Growing Importance of Clinical Integration

The U.S. health care delivery system is 
fragmented in several significant ways. 
First, most office-based physicians  
continue to practice in solo or small 
groups.2 Moreover, to the extent that 
physicians are moving to larger practices, 
it is generally to form single specialty 
practices, and not the multi-specialty 
groups that are best able to support 
care coordination.3 A study of Medicare 
claims from 2000–2002 found that  

Medicare patients see a multitude of physicians.

Chart 1: Average Number of Physicians Medicare Beneficiaries Visit Annually 

Primary Care Specialists

Source: Pham, H, Schrag, D., et al. (2007). Care Patterns in Medicare and Their Implications for Pay for Performance. 
The New England Journal of Medicine, 356; 1130-1139.
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Office-based physicians continue to practice in solo or small groups. 

Chart 2: Distribution of Office-based Physicians

Source: Characteristics of office-based physicians and their practices: United States, 2005–2006. Vital and Health Statistics. 13:1-34, Apr. 2008. 
Available at <http://www.cdc.gov/nchs/data/series/sr_13/sr13_166.pdf >

each year the typical Medicare benefi-
ciary saw a median of two primary care 
physicians and five specialists, collec-
tively working in four different practice 
settings.4 Typical patients with multiple 
chronic conditions saw as many as  
three primary care physicians and eight 
specialists in seven different settings.5 
A study by the Robert Wood Johnson 
Foundation found that for every 100 
Medicare patients treated, each primary 
care physician would typically have to 
communicate with 99 physicians in 53 
practices to coordinate care.6

Second, the common model of  
hospital-physician relationships, as 
reflected in the organized medical staff, 
does not assure the optimal level of 
care coordination between a hospital 
and its independent physicians.7 In this 

common model, physicians use hospital 
facilities and rely on hospital staff to 
provide their services, but the medical 
staff is not employed by the hospital. As 
a result, hospitals and physicians have 
limited tools they can use to positively 
influence each other’s practice patterns 
to achieve optimal patient outcomes, 
especially since most forms of economic 
incentives may run afoul of Stark, anti-
kickback and the Civil Money Penalty 
laws that apply to Medicare and Medicaid 
patients. [See chart of potential barriers 
to clinical integration.] 

Third, care is fragmented because 
patients receive services in several  
locations, including freestanding ambula-
tory sites and post-acute settings or their 
homes. Some of these settings may be 
affiliated with a hospital, while others may 

compete or offer complementary services.  
This fragmented care can adversely impact 
quality and efficiency. Without adequate 
care coordination, patients are more  
likely to receive duplicative diagnostic 
testing, have adverse prescription drug 
interactions and have conflicting care 
plans. These scenarios add to the chal-
lenges patients face in navigating the 
health care delivery system at a time when 
they are most vulnerable. Fragmentation 
also frustrates attempts by hospitals and 
physicians to improve the quality and 
efficiency of care. Physicians in small 
groups are less likely to be able to afford 
the information technology to imple-
ment electronic heath records and similar 
technologies. They also will have more 
difficulty in sharing “best practices” and 
accessing peer data for use as benchmarks.

What Is Clinical Integration? 

Clinicians and policymakers have  
drafted several definitions of clinical 
integration. The definitions generally  
focus on efforts that involve collaboration 
among different health care providers 
and sites to ensure higher quality, better 
coordinated and more efficient services 
for patients. In the context of antitrust, 

the Federal Trade Commission (FTC) 
and Department of Justice (DOJ) 
have discussed clinical integration in 
considering when joint negotiations by 
health care providers with health plans 
would be permissible. Traditionally, 
providers had to demonstrate they were 
financially integrated (e.g., furnishing 

services under capitation) in order to 
come together and jointly negotiate  
with health plans. In addition to 
financial integration, the FTC and 
DOJ also now take clinical integration 
(nonfinancial integration) into account 
in examining whether providers may 
jointly negotiate with health plans. 

79%
Solo or Single 
Specialty Group

37%
Solo

12%
2 Physicians

28%
3-5 Physicians

14%
6-10 Physicians

20%
Multi-specialty 

Group

1%
Unknown

9%
11 or More Physicians

Breadth of SpecializationPractice Size
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“�Most physicians are in small practices. No matter what happens in health care reform, 
that won’t change any time soon. Clinical integration connects the dots and enables these 
physicians to meet the needs of the community.” 
Lee Sacks, M.D., President, Advocate Physician Partners

“ ”from the f ield

Some Definitions of Clinical Integration 

“Clinical integration facilitates the 
coordination of patient care across 
conditions, providers, settings, and 
time in order to achieve care that is safe, 
timely, effective, efficient, equitable, and 
patient-focused. To achieve clinical inte-
gration our nation’s health care system 
needs to promote changes in provider 
culture, redesign payment methods and 
incentives, and modernize federal laws.” 
Health for Life Expert Advisory Group on Clinical 
Integration

“[Clinical] integration can be evidenced 
by [a physician] network implement-
ing an active and ongoing program to 
evaluate and modify practice patterns by 
the network’s physician participants and 
create a high degree of interdependence 
and cooperation among the physicians 
to control costs and ensure quality. This 
program may include: (1) establishing 

mechanisms to monitor and control 
utilization of health care services that 
are designed to control costs and assure 
quality of care; (2) selectively choosing 
network physicians who are likely to 
further these efficiency objectives; and 
(3) the significant investment of capital, 
both monetary and human, in the 
necessary infrastructure and capability 
to realize the claimed efficiencies.” 
Department of Justice and Federal Trade 
Commission, Statements of Antitrust Enforcement 
Policy in Health Care, Statement 8 (1996) 

“Clinical integration is the extent  
to which patient care services are 
coordinated across people, functions, 
activities, and sites over time so  
as to maximize the value of services 
delivered to patients.”
Stephen M. Shortell, Robin R. Gillies, David A. 
Anderson, Remaking Health Care in America, 2000

“In essence, clinical integration 
involves providers working together in 
an interdependent fashion so that they 
can pool infrastructure and resources, 
and develop, implement and monitor  
protocols, “best practices,” and various  
other organized processes that can 
enable them to furnish higher quality 
care in a more efficient manner than 
they likely could achieve working  
independently. Such programs can 
enable primary care physicians  
and specialists of all kinds to work 
more closely with each other in a  
coordinated fashion.”
Guidelines for Clinical Integration, a Working 
Paper Prepared for AHA by Hogan & Hartson, LLP, 
April 2007

IT Infrastructure Is Required

A key component to most clinical 
integration strategies involves greater 
information sharing across providers.  
In 2009 Congress authorized $36  
billion to fund an electronic health 
information infrastructure when 
it passed the Health Information 
Technology for Economy and Clinical 
Health (HITECH) Act, as part of 

the stimulus package. Among other 
things, beginning in 2011 HITECH 
will provide additional funding through 
Medicare and Medicaid to providers 
who are “meaningful users” of electronic  
health records.

Under a limited exception to the 
Stark and anti-kickback laws and  
guidance from the Internal Revenue 

Service (IRS), hospitals are able to  
assist physicians in developing  
electronic health records. Additional 
flexibility would be helpful; the  
exception does not allow hospitals to 
share hardware or completely subsidize 
connectivity and software. Despite  
these limitations, systems like Sutter 
Health have successfully expanded use  
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Sutter Health – Using Information Technology for Clinical Integration

Sutter Health has a long-standing 
commitment to investing in innova-
tion that advances clinical integration 
across the care continuum. The health 
system utilizes fully integrated MIDAS 
software across its 25 acute care facilities 
to consistently report and measure qual-
ity indicators as well as standardize case 
and utilization management functions. 
Sutter also designed a fully integrated 

electronic health record (EHR) system 
(from the Epic platform) that facilitates 
care coordination across care settings 
and geographic locations. For example, 
EHR technology is available in Sutter’s 
retail urgent care clinics – Sutter Express 
Care – that provides timely information  
to primary care physicians that their 
patients were seen and addresses care 
follow-up that might be needed. 

Similarly, Sutter offers remote connec-
tivity to EHR data for community  
physicians who have referral relation-
ships. Finally, the Sutter-affiliated Palo 
Alto Medical Foundation is researching 
the use of online services integrated  
with the electronic health record to 
further partner with and empower 
chronically ill patients to take an 
active role in managing their health. 

of information technology as a result of 
the lowered regulatory barrier.

While limited regulatory relief 
helped increase IT sharing, as  
Chart 3 demonstrates, there is still  
a huge opportunity for hospitals and 
physicians to establish the type of  
information sharing that will support 
greater clinical integration.

Other steps that could facilitate infor-
mation sharing include development of 
clinical guidelines and other measures to 
help caregivers assess their effectiveness 
in delivering appropriate care. 

Hospital subsidies for physician office electronic medical records (EMRs).

Chart 3: The Percentage of Respondents in Each Benchmark Group that Subsidize  
Physician-office EMRs

Using Payment Reforms to Promote Integration

Policymakers increasingly are looking  
to payment reforms as a means to 
promote greater clinical integration. 
The Medicare Payment Advisory 
Commission’s (MedPAC) 2008 Report 
to Congress recommended replacing 
the current Medicare fee-for-service 
system with one that “would pay for care 
that spans across provider types and 
time (encompassing multiple patient 
visits and procedures) and would hold 
providers accountable for the quality of 

care and the resources used to provide 
it. This new direction would create 
payment system incentives for providers 
that reward value and encourage closer 
provider integration, which would maxi-
mize the potential for tools such as pay 
for performance and resource manage-
ment to improve quality and efficiency.”8 

MedPAC suggested three approaches 
to help achieve these goals –medical 
homes, bundled payments and “account-
able care organizations (ACOs).” These 

suggestions are not entirely new; the 
Centers for Medicare & Medicaid 
Services (CMS) is conducting several 
Medicare demonstration projects to test 
payment and delivery reforms that rely 
on enhanced clinical integration. It is 
important to note that these projects 
have required waiver of various regulatory 
restrictions that otherwise would have 
prevented their implementation. 

Interest in payment reforms to 
promote greater clinical integration has 

Source: Hospitals & Health Networks’ Most Wired Survey and Benchmarking Study, March 2009

	 Employed Physician Practices Only	 	Both Employed and Independent Physician Practices

	Do not Subsidize any Physician-Office Emrs	 	 Independent Physician Practices Only

Most Wired 2009All 2009

36%

39%

57%29%

30%

7%

2%
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Continuum’s Medicare Gainsharing Demonstration Project

Medicare currently is conducting several 
demonstration projects designed to test 
whether gainsharing – whereby a hospital 
shares some of the cost savings from 
increased efficiency with its physicians 
– can align incentives between hospitals 
and physicians to lead to improved 
quality and efficiency. One of these 
is being undertaken at two hospitals 
of Continuum Health Partners, Inc. 
(CHP), a six-hospital health care  
system in New York City. (Medical 
staff at these two demonstration 
hospitals includes both employed and 
independent physicians.)

ALIGNING INCENTIVES

A starting point in the CHP demon-
stration was the realization that not 

only is there a tremendous variation  
in resource use among providers in  
different parts of the country – which 
has been widely-recognized – but that 
even within a single hospital there can 
be a wide variation in costs for treating 
the same severity-adjusted cases.  
Thus, CHP estimated that the cost 
variations for inpatient care for  
commercial patients of all its physicians  
eligible for a pay-for-performance  
program in 2007 was $100 million. 
This was the difference between the 
amount spent on patients treated  
by physicians at the 25th percentile 
and those at the 75th percentile. This 
suggested the opportunity for very 
significant savings that, if shared, could 
be used to substantially align the  

incentives of CHP and its physicians.
CHP’s program provides an incen-

tive of up to 25% of the third-party 
payment to the “responsible physician” 
for each inpatient, to be determined 
based on improvement (compared 
to performance the prior year) and 
relative performance (compared to a 
“best practice norm” derived from peer 
providers in the CHP system). Among 
other things, to be eligible for incentive 
payments, physicians must meet  
or exceed certain quality thresholds,  
such as Medicare Core Measures,  
readmission rates, unplanned return  
to the operating room and timely 
completion of medical records. All data 
used for the program is both case-mix 
and severity-of-illness adjusted. 

increased over the past year, and is seen 
by many as integral to “bending the 
cost curve” to ensure meaningful and 
long-term health care reform.9 In late 
December 2009, a group of freshmen 
senators sought to advance clinical  
integration by exploring ways to lower 
regulatory barriers. In a letter to the heads 
of DOJ’s Antitrust Division and the 
FTC, the senators asked the agencies  
to issue “clear and accessible guidelines 
on forming collaborative care models.”10 
In a separate letter, Sen. Max Baucus 
(D-MT) joined the senators in asking 
the Government Accountability Office 
to study and report on federal and state 
laws “that may impede or discourage” col-
laborative relationships among caregivers, 

including Stark and anti-kickback laws.11 
National health care reform proposals 

have called for demonstrations involving 
new patient care models, all of which 
involve greater clinical integration. For 
example, lawmakers have proposed a 
three-year pilot program on ACOs. 

States are embarking on a similar path. 
Massachusetts’ Special Commission on 
the Health Care Payment System recently 
recommended that global payments with 
adjustments to reward accessible and 
high quality care become the predomi-
nant form of payment to providers. Such 
care would be provided through ACOs 
“composed of hospitals, physicians, and/
or other clinician and non-clinician pro-
viders working as a team to manage both 

the provision and coordination of care for 
the full range of services that patients are 
expected to need.”12

A demonstration project at 
Continuum Health Partners (CHP)  
in New York City offers another example 
of the type of cost and quality improve-
ments that can be achieved by aligning 
hospitals and physicians through appro-
priate financial incentives. Preliminary 
results of CHP’s initial gainsharing 
program involving commercial patients 
(implemented before the Medicare 
demonstration was approved) indicated 
that participating physicians were able 
to achieve cost-savings of $900 per 
admission, twice as much as physicians 
who did not participate in the program. 

“�Crucial to clinical integration is giving physicians a real involvement in decision-making 
at the hospital. Physicians must be able to work with hospital administration to identify 
a shared set of goals for the enterprise – what do they want to accomplish together – and 
then they can together develop tactics to achieve those goals.” 
Nick Wolter, M.D., CEO, Billings Clinic

“ ”from the f ield
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To position themselves for this new 
payment and competitive environment, 
hospitals are considering how they can 
increase the extent of their clinical integra-
tion, particularly with physicians on their 
medical staff. Clinical integration cannot 

be achieved instantly. It requires leadership 
from both hospitals and physicians,  
development of an appropriate culture, 
organizational changes, support from 
payers, and a great deal of effort. It also 
requires sufficient infrastructure, which 

includes not only hard assets such as 
information technology, but also staff 
such as advanced practice nurses who can 
work with physicians – and their staff – to 
develop and implement improvements and 
greater coordination in clinical processes.

The Clinical Integration Spectrum

Hospital efforts at clinical integration 
span a broad spectrum of arrangements. 
At one end are targeted initiatives by 
a hospital and a subset of its voluntary 
medical staff to address a particular  
clinical condition or procedure. For 
example, a hospital and its orthopedic 
surgeons work together 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 manufacturers.  
At the other end of the spectrum  
are health systems in which physician 
groups and hospitals are under the  

same ownership or are otherwise  
fully integrated economically. There  
are arrangements at all points along  
the continuum. For example, hospitals 
in the “middle” of the spectrum would 
include those who employ a substantial 
number, but far less than all, of their 
physicians. Another example in the 
middle of the continuum would be a 
hospital that has a very active physician- 
hospital organization (PHO) that 
includes independent (non-employed) 
physicians who are involved in an 
extensive clinical integration program 
that covers a wide range of  

initiatives and involves joint negotiations 
with health plans.

While some hospitals and physicians 
have long-established clinical integration 
approaches, others are just embarking in 
this area, often starting with more limited 
initiatives with the goal of expanding 
if these prove successful. Moreover, 
hospitals vary with respect to the extent 
to which they are integrated with other 
sites of service, such as home health 
care, post-acute care, long term care 
and hospice, as well as integration with 
payer functions through an affiliated or 
wholly-owned health plan.

TACKLING REGULATORY HURDLES

The program began in 2006 with 
only commercial patients because of 
restrictions under the civil monetary 
penalties, anti-kickback and Stark laws 
that would apply to Medicare and 
Medicaid patients. CMS granted a 
waiver to these restrictions starting in 
October 2008 as part of the Medicare 
Hospital Gainsharing Demonstration 
Project under Section 5007 of the 
Deficit Reduction Act of 2005. Congress 
explicitly granted CMS the authority to 
make such waivers after a federal court 
had ruled that a similar demonstration 
project initiated several years earlier 
could not proceed without a waiver of 
the gainsharing prohibition. (Robert 
Wood Johnson University Hospital, Inc. 

v. Thompson, 2004 U.S. Dist. LEXIS 
6893 (D.N.J. 2004))

Administrators involved with 
the program believe that it has great 
potential for savings, and that it could 
be replicated at other facilities nation-
wide. They caution that such efforts, 
in addition to waivers, require not only 
IT infrastructure, but dedicated work 
with physicians to demonstrate that by 
modifying practice patterns quality and 
efficiency can be improved. Gainsharing 
not only gives physicians an incentive  
to change their own practices, but also 
to identify ways in which the hospital 
can streamline its operations.
ACHIEVING POSITIVE RESULTS

CHP’s initial data indicate that the  
average incentive for physicians was 

$96 on a medical case and $140  
on a surgical case. During the first  
two years of the program, CHP had  
a savings of approximately $900  
(a 12.5% decrease) per case for par
ticipating physicians. While some  
of the savings may be attributed to 
other hospital initiatives, a large  
portion can be attributed to the  
gainsharing initiative. A key compo-
nent of this and similar programs  
is that the providers – as opposed  
to the government or payer – is res
ponsible for allocating revenues  
and therefore assuring that incentives 
are appropriately aligned and that  
the efficiencies undertaken do  
not reduce the quality of the care  
provided to patients.
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Efforts at clinical integration span a broad spectrum.

Chart 4: Clinical Integration Spectrum

Fairview Health Services: Working with Four Different Physician Models

“The only way we can change the way care is provided is by working closely with the people who provide the care.”

“�Regardless of what health care package passes, we need to change the way we pay for the care that is provided.  
And the direction that we are going at Fairview will make sense no matter what payment model is adopted.”

  Mark Eustis, CEO, Fairview Health Services

Fairview Health Services (FHS), which 
includes a major academic medical  
center in Minneapolis, has embarked 
on a number of innovations to improve 
care, such as, creating a “health home” 
to fundamentally change how primary 
care is furnished, developing a single 
electronic health record for the entire 
continuum of health services and 
expanding the use of virtual medicine. 
One innovation that focuses on greater 
clinical integration is the development of 
12 “care packages,” each covering a set 
of clinical best practices for a particular 
clinical condition. These packages will 
create more consistent, high quality care, 
and also will involve a change to the  
payment system so that providers are 
paid based on a single fee covering the 
entire package of services, instead of 
being paid for each test or visit. Care 
packages range from chronic conditions 
(low back pain, diabetes, migraine) to 

specific medical care (prenatal care) or 
surgical procedures (total knee replace-
ment). Some of the packages are being 
developed at the request of specific 
employers, such as Target or 3M. 

In implementing these innovations, 
FHS must collaborate with physicians 
who practice in four different arrange-
ments with FHS: 

• �About 500 physicians, mostly primary 
care physicians, are employed by FHS 

• �About 700 physicians, mostly  
specialists, are in the University of 
Minnesota faculty practice plan 

• �About 1,000 physicians are in a PHO 
(some of whom are also employed by 
FHS or are in the faculty practice plan) 

• �About 1,500 physicians are in  
separate independent practices 

These arrangements present different  
challenges and opportunities.  

For example, to the extent the care  
packages involve financial incentives, 
they can raise gainsharing, Stark or 
anti-kickback issues that may be  
difficult to address for the physicians 
in independent practices (at least for 
Medicare and Medicaid patients),  
but are unlikely to present issues for 
the employed physicians. Similarly,  
antitrust should not be an issue if FHS  
wishes to negotiate payments on behalf 
of its employed physicians, but likely 
would preclude such negotiations on 
behalf of the faculty practice, indepen-
dent or PHO physicians, unless the 
arrangement involves the requisite finan-
cial or clinical integration. Navigating 
the different rules that apply to different 
physicians depending upon the nature 
of their relationship to FHS can impede 
system- wide innovations that otherwise 
might be applied to the entire FHS 
medical staff.

Less Integrated More Integrated

Bundled payment for 
single episode of care

Bundled payment for 
chronic care management

Clinically Integrated PHO Medical staff includes  
both employed and  
independent physicians

Medical Staff includes  
only (or almost only)  
fully-employed physicians

• �Fairview Health 
(Minneapolis)

• �Geisinger Proven Care 
Program for Coronary 
Artery Bypass Graft 
Surgery (Danville, PA)

• �Fairview Health 
(Minneapolis)

• �Sutter Health (California)
• �Park Nicollet Health 

(Minneapolis)

• �Advocate Health Care 
(Chicago)

• �Tri-State Health 
(Maryland)

• �Presbyterian Health 
(Albuquerque)

• �Virginia Mason Hospital 
(Seattle)

• �Geisinger Hospital 
(Danville, PA)

• �Intermoutain Health  
Care (Utah)

• �Cleveland Clinic (Ohio)
• �Billings Clinic (Montana)
• �Kaiser Permanente 

(multi-state)

Source: American Hospital Association
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Presbyterian Healthcare Services: An Affiliated Large Multi-specialty Group Practice and Health Plan

“Our medical group provides us with an opportunity to innovate in providing care.” 
  Jim Hinton, President and CEO, Presbyterian Healthcare Services

Presbyterian Healthcare Services 
(PHS), headquartered in Albuquerque, 
New Mexico, is using its affiliated 
Presbyterian Medical Group (PMG)  
of 600 physicians and practitioners, 
eight hospitals across the state, and its 
affiliated Presbyterian Health Plan that 
serves 450,000 members statewide, to 
explore new ways to deliver health care.

While there are roughly the same 
number of independent physicians  
on the medical staff as in the employed 
medical group, PMG offers an  
advantageous environment to innovate 
to increase quality and efficiency. For 
example, Presbyterian is developing  
a pilot program to test a Medical 
Home initiative that will require  

physicians to perform many services 
for which they would not be  
separately paid under the typical  
fee schedule. This approach  
would be difficult to implement  
with independent physicians who  
rely on fee-for-service reimbursement. 
This is not an obstacle, however,  
for physicians on salary in PMG,  
who also can be rewarded through  
payments that take into account  
the quality of patient outcomes and  
efficiency of services. 

Once Presbyterian gains experience 
with the Medical Home, it can then 
roll out the concept to its independent  
physicians. In taking this next step, 
PHS can use its health plan to 

structure quality performance-based 
payments to participating providers.

Many hospitals shed affiliated 
health plans that they developed in  
the 1990s. But Presbyterian believes 
that the experience that it is obtaining 
with its affiliated plan may serve  
it well to the extent health care reform 
encourages the development of 
“accountable care organizations” that 
will be responsible for providing  
a broad range of healthcare services  
to a defined set of patients.

Employed physicians and an 
affiliated health plan give Presbyterian 
more tools and greater flexibility to 
align incentives among the hospital 
and the provider community. 

Virginia Mason: Mostly Fully-employed Medical Staff

Virginia Mason Medical Center 
(VMMC) traces its roots to eight 
physicians who formed a group practice 
modeled after the Mayo Clinic and, 
in 1920, built an 80-bed hospital in 
Seattle. Today more than 440 physi-
cians at Virginia Mason are employed 
by VMMC and account for about  
two-thirds of the hospital’s admissions. 
The remaining admissions are primarily 
from two other fully-integrated group 
practices, the Pacific Medical Centers 
(a 140-physician multi-specialty group) 
and Group Health Cooperative,  
a staff-model HMO.

Because a large majority of the 
medical staff is VMMC employees, it is 

easier to align the physician and hospital 
interests. This has enabled VMMC to 
embark on an ambitious system-wide 
program to change the way it delivers 
care. Modeled on the Toyota Production 
System, it is called the “Virginia Mason 
Production System” (VMPS) and began 
in 2001. Utilizing VMPS, staff members  
make measurable improvements in 
safety, quality, service, staff and patient 
satisfaction, and cost performance. 

VMPS uses a variety of strategies 
to improve efficiency, ranging from 
small-scale ideas tested and imple-
mented immediately to long-range 
planning that redesigns new spaces 
and processes. The strategies involve 

“kaizen” or continuous improvement 
activities, which are based on the view 
that staff who do the work know what 
the problems are and how best to 
find solutions. VMPS embraces the 
view that by measuring and standard-
izing performance, it is possible to 
substantially improve efficiency and 
quality. While some are skeptical that 
this approach – which is more readily 
identified with automotive assembly 
lines – can be adapted to deal with 
individualized patient care, VMMC is 
able to try it because so many of the 
medical staff are working under the 
integrated management of hospital and 
physician leaders.
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VMPS initiatives have included  
the following:

• �A Patient Safety Alert System 
to ensure situations that are likely  
to harm a patient are reported  
and investigated immediately,  
with complete commitment of all 
employees, including hospital staff, 
physicians, and senior medical  
leadership. The result has been  
an increase in patient safety  
and a decrease in medical claims.

• �One-stop Care for Cancer Patients, 
which includes a redesigned cancer 
center to eliminate the need for 
patients to travel long distances in  
the hospital to obtain chemotherapy.

• �Evidence-Based “Bundles” to 
improve care. VMMC had 34 cases 
of ventilator-associated pneumonia 
(VAP) in 2002. After implementing 
the ventilator bundle (a set of specific 
steps proven to reduce the incidence 
of VAP) in 2004, Virginia Mason 

had only four cases. Compliance with 
bundle elements remains at or near 
100 percent, with 0-3 VAP cases/year 
for the past two years.

Due to an overwhelming number of 
requests for Virginia Mason staff to share 
their knowledge in applying these prin-
ciples to health care, VMMC established 
the Virginia Mason Institute to educate 
and train other health care providers in 
VMPS management techniques.

Advocate Physician Partners: A Clinically Integrated PHO

“�A key component to a successful program is to invest in physician leadership. At the end of the day, the doctors have to  
drive it – surrounded and supported by good management.” 

  Lee Sacks, M.D., President, Advocate Physician Partners

In metro Chicago, Advocate Health 
Care is the largest health system  
with eight acute hospitals and over 
5,200 physicians on its medical  
staff. Through the Clinical Integration 
Program of Advocate Physician 
Partners (APP), the system collaborates 
with 3,400 of these physicians (of 
whom about 800 are employed by the 
system or one of its affiliates) in one  
of the largest clinical integration efforts 
in the nation.

Advocate’s program evolved from 
efforts by its PHOs to provide care on 
a capitated basis to HMOs. Advocate 
currently is implementing 37 key 
clinical initiatives that address clinical 
outcomes, efficiency, medical and  
technological infrastructure, patient 
safety and patient satisfaction. 
Physicians receive feedback in the form 
of quarterly “report cards” that are 
the basis of financial incentives which 
reflect performance both individually 
and at the PHO level. In 2008,  

participating Advocate physicians  
earned $28 million in incentive pay-
ments, or about $9,000 per physician. 
Advocate has achieved significant  
clinical and efficiency results, which 
it summarizes in an annual “Value 
Report” that is given to employers  
and payers, and is available at www.
advocatehealth.com. Every major 
health plan in the Chicago area con-
tracts with APP and participates in  
its clinical integration program.

Implementing the clinical  
integration program has required 
substantial resources over an extended 
time period. Advocate estimates that 
the program currently employs 24 
dedicated FTEs, and also piggybacks 
on about $100 million in investments 
in IT infrastructure that Advocate has 
made in electronic health records, an 
eICU, and a computerized patient 
order entry system. In a new initiative 
announced in early September, APP 
will contribute an additional $15,000 

to each of its physicians who  
agreed to install the ambulatory  
electronic record selected by APP.  
This contribution, along with money 
from the federal stimulus package, 
should help ensure that most APP 
physicians use a common electronic 
medical record system in their office. 
This should enable APP to more  
efficiently coordinate care. 

The clinical integration program 
had to withstand a multi-year antitrust 
investigation by the Federal Trade 
Commission that ultimately declined 
to challenge Advocate’s joint negotia-
tions with health plans on behalf of its 
independent physicians. In July 2007, 
FTC Commissioner Pamela Jones 
Harbour spent an entire day visiting 
Advocate to gain a better understanding 
of its program, and afterwards reported 
back “that clinical integration, when 
done right, has tremendous potential to 
create efficiencies and improve health 
care quality.”13
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Legal Barriers to Clinical Integration

Hospitals face a number of legal and  
regulatory barriers as they seek to 
improve clinical integration with their 
physician staffs. Perhaps the biggest  
barrier to innovative arrangements are 
the provisions of the Civil Monetary 
Penalty statute that prohibit gainsharing, 
and the Stark and anti-kickback laws – 
as they apply to Medicare and Medicaid 
patients; in some states, there may be 
similar state prohibitions that apply to 
other patients. These laws are aimed  
at curbing arrangements that involve 
financial incentives to providers that 
could result in either over-utilization, 
under-utilization (i.e., the withholding 
of necessary items or services), or referrals 

that are based on considerations  
other than what might be in the best 
interest of the patient. While well 
intended, the statutes are either broadly 
written or interpreted so as to also  
prohibit – or create uncertainties about 
– a broad range of benign arrangements 
that could better align hospitals and 
physicians and pose little or no potential 
risk of abuse. 

Providers also have expressed reluc-
tance to engage in clinical integration 
because of perceived antitrust risks. The 
antitrust concern arises when providers 
who are in independent practices and 
offer competing items or services jointly 
negotiate with payers. But if such joint 

negotiations are needed for the clinical 
integration to succeed, and the providers  
collectively lack market power, the 
effort should survive antitrust scrutiny. 
Nevertheless, because the antitrust laws 
do not provide bright-line rules in this 
area, uncertainty about whether their 
clinical integration efforts would attract 
antitrust review has deterred some  
hospitals and physicians from embarking 
on innovative arrangements.

Other legal concerns can arise from 
IRS provisions applying to tax-exempt 
organizations, state corporate practice 
of medicine statutes, state insurance 
regulations and malpractice litigation. 
See Chart 5.

Conclusion

While there are divergent views about  
the role of government in health care 
reform, there is a growing consensus  
that there is a need for significant health 
care delivery change, and that such 
change must involve increased clinical 
integration among health care providers. 
Clinical integration holds the promise of 
greater quality and improved efficiency  
in delivering patient-centered care.  
Such efforts are likely to be particularly 
important if, as is widely expected,  
government and private health plans 
change to payment methodologies  

that put a premium on the ability of  
providers to collaborate effectively.

There is no single path to clinical  
integration. Rather, hospitals and physi-
cians have embarked on clinical integra-
tion in a variety of ways, and are likely 
to develop many more approaches in 
the future. These efforts have required 
hard work, development of a culture 
that facilitates alignment, investment in 
infrastructure, support from health plans 
and leadership on the part of both the 
hospital and physicians. Some have  
proceeded despite legal and regulatory 

barriers that have made it more difficult 
for hospitals and physicians to collaborate. 
The AHA and others have urged that steps 
be taken to reduce these barriers, including  
changes to anti-kickback, Stark and 
Civil Money Penalty prohibitions, as well 
as greater guidance from the antitrust 
agencies and the IRS regarding their 
review of clinical integration initiatives. 
Such regulatory reforms are important 
to ensure that hospitals and other health 
care providers can engage in the type  
of clinical collaborations that can signifi-
cantly improve U.S. health care.

“�To end the current fragmentation, waste and complexity, physicians and other care 
providers should be rewarded, through financial and nonfinancial incentives, to band 
together into traditional or virtual organizations that can provide the support they  
need to practice 21st century health care.” 
The Commonwealth Fund, “A High Performance Health System for the United States” (November 2007)

“ ”from the f ield
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A look at the legal barriers to clinical integration and proposed solutions.

Chart 5: Legal Barriers 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  
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



TrendWatch, produced by the American Hospital 
Association, highlights important trends in the  
hospital and health care field. 

TrendWatch – February 2010
Copyright © 2010 by the American Hospital Association.  
All Rights Reserved

American Hospital Association
Liberty Place, Suite 700
325 Seventh Street, NW
Washington, DC 20004-2802
202.638.1100
www.aha.org

ENDNOTES

1	 American Hospital Association. (2008). Health for Life: Better Health. 
Better Health Care. Accessed at http://www.aha.org/aha/issues/Health-for-
life/07-healthreform-resources.html. 

2	 Hing E, and Burt CW. (2008). Characteristics of Office-based Physicians 
and Their Medical Practices: United States, 2005–2006. National Center 
for Health Statistics. Vital Health Statistics, 13(166). 

3	 Liebhaber, A., and Grossman, J.M. (Aug. 2007). Physicians Moving To 
Mid-sized, Single-Specialty Practices. Center for Studying Health System 
Change Tracking Report, 18:1-5. Accessed at http://www.hschange.org/
CONTENT/941/941.pdf .

4.	 Pham, H, Schrag, D., et al. (2007). Care Patterns in Medicare and 
Their Implications for Pay for Performance. The New England Journal of 
Medicine, 356; 1130-1139.

5	 Ibid.

6	 Robert Wood Johnson Foundation. (2009). Scope of Care Coordination 
Daunting for Physicians Treating Medicare Patients. Accessed at  
http://rwjf.org.

7	 Petasnick, W. (2007). Hospital-Physician Relationships: Imperative for 
Clinical Enterprise Collaboration. Frontiers of Health Services Management, 
24:1, 3-10. 

8	 Medicare Payment Advisory Commission. (June 2008). Report to the 
Congress: Reforming the Delivery System.

9	 Shortell, S. (2009). Bending the Cost Curve: A Critical Component of 
Health Care Reform. Journal of American Medical Association, 302:11, 
1223-24; Corrigan, J. and McNeill, D. (2009). Building Organizational 
Capacity: A Cornerstone of Health System Reform. Health Affairs, 
Web exclusive.

10	 U.S. Senate letter to DOJ Assistant Attorney General Varney and FTC 
Chairman Leibowitz. (Dec. 23, 2009). Accessed at: http://www.aha.org/
aha_app/issues/Clinical-Integration/index.jsp.

11	 U.S. Senate letter to Government Accountability Office. (Dec. 23, 2009). 
Accessed at: http://www.aha.org/aha_app/issues/Clinical-Integration/
index.jsp. 

12	 Massachusetts’ Special Commission on the Health Care Payment System. 
(July 2009). Recommendations of the Special Commission on the Health 
Care Payment System. Accessed at: http://www.mass.gov/Eeohhs2/docs/
dhcfp/pc/Final_Report/Final_Report.pdf. 

13	 Jones Harbour, P. (April 27, 2009). Clinical Integration: The Changing 
Policy Climate and What It Means for Care Coordination. Remarks given at 
American Hospital Association Annual Membership Meeting, Washington, 
D.C. Accessed at http://www.ftc.gov/speeches/harbour/090427ahaclinicalin
tegration.pdf.

HOGAN & HARTSON LLP
Columbia Square
555 Thirteenth Street, NW
Washington, DC 20004
202.637.5600

• �How can we incorporate learnings from clinical integration  
models underway in the private-sector with those from 
government-initiated clinical integration pilot projects to help 
accelerate the pace of change to more coordinated care?

• �Other than removing legal and regulatory barriers, how can 
policymakers encourage doctors, hospitals and other caregivers 
to work together to provide more coordinated care to patients? 

• �Is greater financial, technical or other support required to  
facilitate information sharing among doctors, hospitals and 
other caregivers that are engaged in efforts to better coordinate 
care and/or track the results of coordinated care?

POLICY QUESTIONS
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What is Clinical Integration – and 
Why is it Important to Health Reform?
At its heart, clinical integration is teamwork:
hospitals, doctors, nurses and other caregivers
working together to make sure patients get the
right care, at the right time, in the right place.
Clinical integration can take many forms.  In
some, different providers may collaborate to
tackle a single condition, like diabetes.  In others,
the hospital, doctors and other caregivers may
function as a single entity, working together to
provide seamless care to all patients.

Regardless of its form, clinical integration relies
on teamwork.  That is different from the way
most health care is delivered today, where
providers tend to work separately, in their own
“silos” of expertise.  Physicians typically work alone
or in group practices; physical therapists, social
workers and home health providers often work
on their own as well.  And different facilities
tend to work separately, such as acute-care 
hospitals and long-term care facilities. 

Clinical integration is important. Meaningful
health care reform, and the quality and efficency
improvements it promises, is built around the
teamwork clinical integration creates.  For 
example, various legislative proposals would cre-
ate accountable care organizations, as well as a 
national pilot program on payment bundling.
Such proposals rely on clinical integration, and
share the same goals as clinical integration: 

creating better patient outcomes by delivering
higher quality care, and making the medical 
system less expensive, more efficient and easier 
to navigate for patients and providers alike.  

Hospitals are trying to spur this kind of teamwork,
but regulatory barriers stand in the way.  The 
following pages describe them and the proposals
supported by hospitals that can promote team-
work by knocking down these barriers to 
clinical integration.

What are the Barriers … What is the Solution?
The barriers to clinical integration range from
confusing antitrust policies to outdated rules
governing relationships between hospitals, doc-
tors and other caregivers.  Even Internal Revenue
Service (IRS) rules can be a barrier because they
are applied by an agency largely removed from
health care delivery and how it is evolving.

There are solutions. They range from creating
user-friendly antitrust guidelines and safe harbors,
to providing clear congressional direction on exist-
ing rules that promote instead of hinder clinical
integration.  In one instance, simply refocusing a
law on its original intent could solve the problem.
For the IRS, the solution involves issuing guidance
compatible with these other 
regulatory changes.

Five Barriers to Clinical Integration in Hospitals (and what to do about them)



What is Antitrust and Why is it a Barrier?
The antitrust laws govern our nation’s policies
on competition; their purpose is to protect 
competition and ensure a level playing field for
consumers.  The U.S. Department of Justice’s
(DOJ) Antitrust Division and the Federal Trade
Commission (FTC) share authority to interpret
and apply antitrust laws, and there are serious
civil and criminal penalties for violating these
laws … even if the violation is unintentional.

Federal antitrust agencies have traditionally been
skeptical of clinical integration because there 
typically is no conventional shared financial risk.
In other words, no “up front” money is at stake;
clinical integration seeks to improve care coordi-
nation and quality by encouraging caregivers to
work together to meet specific practice guidelines
and/or quality standards … and rewards them
when these goals are achieved.  The ability to 
negotiate together for the payment that will
cover the services offered through the clinical 
integration program is often an essential 
ingredient in its success.

Recently, the antitrust agencies have become more
receptive to clinical integration.  However, instead
of simply issuing guidelines to help caregivers
better understand how the laws would be applied,
the FTC has issued lengthy staff opinion letters
that are expressly limited to the facts contained

in the opinion letter and that warn the “Com-
mission is not bound by the staff opinion and 
reserves the right to rescind it at a later time.”
The result: caregivers can neither readily under-
stand nor completely rely on those opinion letters.

What’s the Solution?
The best solution is to issue user-friendly, 
officially backed guidance that clearly explains 
to caregivers what issues they must resolve to 
embark on a clinical integration program 
without violating antitrust laws.  DOJ and FTC
have issued such user-friendly and officially
backed guidance in the past, and, in their 1996 
Statements of Antitrust Enforcement Policy in
Health Care, promised to do so again when 
warranted.  The Statements can be found at
http://www.usdoj.gov/ atr/public/guidelines/
0000.htm.

We believe this approach is now warranted, 
and that Congress should instruct the antitrust
agencies to issue guidance that clearly explains
how caregivers can navigate the antitrust laws to 
create clinical integration programs.  

1
Getting More Reform

from Health Reform

Five Barriers to Clinical
Integration in Hospitals
(and what to do about them)

ANTITRUST



What is this Law and Why is it a Barrier?
Usually called the Stark law, it was originally 
enacted to ban doctors from referring patients 
to facilities in which the doctor has a financial
interest (known as self-referral).  However, a
tight web of regulations and other prohibitions
that have grown up around the law can now ban
arrangements designed to encourage hospitals
and doctors to team up to improve patient care
in a clinical integration program.

The Stark law requires that compensation for
health care providers be fixed in advance and
paid only for hours worked.  As a result, pay-
ments that are tied to achievements in quality
and efficiency instead of hours worked do not
meet the law’s strict standards.  

That means a hospital or clinic that rewards a
doctor, and the doctor who earns the reward, 
for following protocols that guide the clinical 
integration program, can be found in violation.
For example, a doctor that receives a bonus as
part of a clinical integration program that helps
patients manage their diabetes according to a
well-designed medical protocol, risks being in 
violation of the Stark law.   

The law is so strict that, in order to launch demon-
stration projects supporting clinical integration,
the Centers for Medicare & Medicaid Services
(CMS) had to waive the law.  Without this waiver,
a program in which hospitals shared cost savings
with non-employed physicians who participated
in a well-designed effort to enhance quality and
efficiency would not have been possible.  

Those found in violation of the law face severe
consequences.  In addition to civil penalties,
providers can be barred from serving Medicare,
Medicaid and other federal program patients for
years, effectively shutting down the hospital and
ending the doctors’ careers.  

What’s the Solution?
The best solution is to return the Stark law to
its original focus of regulating self-referral to
physician-owned entities.  This could be done by 
removing compensation arrangements from the
definition of “financial relationships” that are
subject to the Stark law.  These same compensa-
tion arrangements would still be regulated, but by
other federal laws already on the books, such as
anti-kickback and civil money penalty laws, that
are better equipped to do so.
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* This discussion does not pertain to the “whole hospital exception” to the Stark law that
permits doctors to refer when they have an ownership interest in the entire hospital. 



What is the Law and Why is it a Barrier?
The Civil Monetary Penalty (CMP) law prohibits
hospitals from rewarding physicians for reducing
or withholding services to Medicare or Medicaid
patients.  The prohibition was established in the
1980s in response to concerns that Medicare 
patients served under the new prospective
payment system for hospitals might not receive
the same level of services as other patients.

The Department of Health and Human Services’
Office of Inspector General (OIG), however, has
taken the CMP law a step further, claiming that
the law prohibits any incentive that affects a
physician’s delivery of care.  The result: a clinical
integration program that, for example, rewards a
doctor for following an evidence-based timetable
for the administration of beneficial drugs could
be in violation of the law.

Those found in violation face severe consequences.
Penalties range from $2,000 per patient affected
to $50,000 for other types of violations. In addi-
tion to civil penalties, providers can be barred
from serving Medicare, Medicaid and other fed-
eral program patients for years, effectively shutting
down the hospital and ending the doctors’ careers. 

An illustration of how CMPs, and the OIG’s in-
terpretation of them, impede clinical integration
comes from a recent court decision.  Finding that
the Centers for Medicare & Medicaid Services
(CMS) lacked the authority to waive the CMP,
the court forced CMS to terminate a demonstra-
tion project that had been designed specifically 
to improve the efficiency of surgical services.

What’s the Solution?
The CMP law should be amended to make clear
it applies only to the reduction or withholding of
medically necessary services. 

3
Getting More Reform

from Health Reform

Five Barriers to Clinical
Integration in Hospitals
(and what to do about them)

THE CIVIL MONETARY PENALTY LAW



What is the Law and Why is it a Barrier?
The anti-kickback law’s main purpose is to 
protect patients and federal health programs
from fraud and abuse.  The law states that 
anyone who knowingly and willfully receives or
pays anything of value to influence the referral 
of federal health program business, including
Medicare and Medicaid, can be held accountable
for a felony.  Today, the law has been stretched 
to cover any financial relationship between 
hospitals and doctors.  

If, as part of a clinical integration program, a
hospital rewards a doctor for following evidence-
based clinical protocols, the reward could be
construed as violating the anti-kickback law.
That is because, technically, such a reward could
influence a doctor’s order for treatment or 
services.  The law carries both civil and criminal
penalties and can result in both the hospital and
the doctor being barred from Medicare, Medi-
caid and other federal programs … effectively
shutting down the hospital and ending the 
doctor’s career.  

The Department of Health and Human Services’
Office of Inspector General can protect good
medical practices by issuing an advisory opinion.
However, advisory opinions are strictly limited to

the facts in the letter delivering the opinion, and
to the person making the official request for that
opinion.  They do not protect other clinical inte-
gration programs that want to engage in the very
same activity.

And Congress, recognizing that the anti-kick-
back statute sometimes thwarts good medical
practices, has periodically created “safe harbors”
to protect those practices.  However, there is no
safe harbor for clinical integration programs that
reward physicians for improving quality.

What’s the Solution?
Congress should create a safe harbor for clinical
integration programs.  The safe harbor should
allow all types of hospitals to participate, estab-
lish core requirements to ensure the program’s
protection from anti-kickback charges, and allow
flexibility in meeting those requirements so the
programs can achieve their health care goals.  
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How is the IRS a Barrier to Clinical Integration?
The majority of the nation’s hospitals, as not-
for-profit organizations, are exempt from federal 
income taxes.  To maintain that not-for-profit
status, these hospitals must abide by certain 
restrictions in the Internal Revenue Code, includ-
ing one that addresses the payments they provide to
physicians, nearly all of whom are not tax-exempt.
The rules in question prevent a tax-exempt 
institution’s assets from being used to benefit 
any private individual, including physicians.

The difficulty arises because not every payment
from a tax-exempt hospital to a tax-paying doc-
tor violates the tax code and Internal Revenue
Service (IRS) rules.  But, until the IRS issues
guidance on the subject, tax-exempt hospitals
have no assurance about how the IRS will rule 
in a particular situation, including on payments
as part of a clinical integration program.  Since
the IRS has the power to revoke a hospital’s tax 
exemption or impose large penalties, known as
intermediate sanctions, uncertainty about how
the IRS will rule can be a significant deterrent 
to clinical integration.    

For example:  To facilitate the flow of critical 
patient information – one of the administration’s
highest priorities – the Department of Health
and Human Services (HHS) recently changed 
its rules to allow hospitals to share software and 
Internet connectivity services with doctors.
However, it took months of discussion before the
IRS provided concrete assurance to tax-exempt
hospitals that providing certain financial assis-
tance to help doctors purchase software and 
connectivity services, which was clearly allowed
under HHS rules, would not violate IRS rules. 

What’s the Solution?
The IRS should issue an Advisory Information
Letter or a Revenue Ruling with guidance on
payments from a tax-exempt hospital to physi-
cians in clinical integration programs, ensuring
that the payments do not violate private-benefit
and inurement rules.  A Revenue Ruling would
have greater impact, because it would provide 
explicit examples of how the IRS would apply its
rules to specific clinical integration arrangements.
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physicians.  That staff would be charged with monitoring and providing care both within the 

hospital and outside the hospital. The article also emphasizes the importance of clinicians in an 

ACO model, and assesses the hurdles ACOs will have to overcome to comply with antitrust and 

anti-kickback statutes.  

http://www.pepperlaw.com/publications_update.aspx?ArticleKey=1757 

 

15. Deloitte. (2010) Accountable Care Organizations: A New Model for Sustainable Innovation. 

 

Summary:  The article outlines the promise of the ACO model for improving care delivery, 

summarizing the structural guidelines of ACOs included in recent health reform legislation and 

discussing emerging ACO pilots in Massachusetts, Vermont and Colorado. The article argues 

that the degree of integration within current physician models may be a predictor of early 

success in creating an ACO. The authors assert that successful ACOs will be defined by strong 

leadership, governance and operational clinical management capabilities, and outlines the 

challenges of physician buy-in, consumer response, the structure of payments and managing 

risk before concluding that ACOs will need to carefully structure provider relationships, accept 

that results may be slow in materializing and commit themselves to continual improvement as 

clinical conditions change over time. 

http://www.deloitte.com/view/en_US/us/Industries/US-federal-government/center-for-health-

solutions/research/bc087956da618210VgnVCM100000ba42f00aRCRD.htm 

 

16. Hastings, D.A. (2009) Accountable care organizations and bundled payments in Health 

Reform.  Health Law Reporter. 

 

Summary: The author surveys the landscape of proposed health reform legislation, and notes 

several legal challenges to ACO development, including the revision of contracts between 

providers participating in ACOs, compliance with anti-kickback and antitrust statutes, new 

compliance responsibilities related to adherence to ACO regulations and public reporting, the 

increased responsibilities of leadership and board management and the integration of bundled 

payments with ACOs.  The article concludes that ACOs and bundled payments both show 

promise as drivers of health care quality improvement. 

http://www.ebglaw.com/files/37716_BNA%20Article%20-

%20Accountable%20Care%20Organizations%20and%20Bundled%20Payments%20in%20Heal

th%20Reform.pdf 

 

17. Bass, Berry, and Sims (2010) The ABCs of ACOs. 

 

Summary: The article analyzes the legal requirements and hurdles providers will face as they 

prepare for ACO implementation. Specifically, the article explores ACO compliance with the 

Anti-Kickback Statute, the Stark Law, antitrust laws and the Civil Monetary Penalty Law, noting 

that while health care reform legislation did not create safe harbors or exceptions to these 

statutes in connection to the development of ACOs, the Secretary of HHS has been authorized 

to waive requirements of these statutes as necessary. 

http://www.bassberry.com/files/Publication/f55dbab0-b844-4a1f-bf0a-

0e34ebab8d7d/Presentation/PublicationAttachment/a98eb254-ce4f-48f3-924b-

0e91896128f7/HealthReformImpact29April2010.pdf 

http://www.pepperlaw.com/publications_update.aspx?ArticleKey=1757
http://www.deloitte.com/view/en_US/us/Industries/US-federal-government/center-for-health-solutions/research/bc087956da618210VgnVCM100000ba42f00aRCRD.htm
http://www.deloitte.com/view/en_US/us/Industries/US-federal-government/center-for-health-solutions/research/bc087956da618210VgnVCM100000ba42f00aRCRD.htm
http://www.ebglaw.com/files/37716_BNA%20Article%20-%20Accountable%20Care%20Organizations%20and%20Bundled%20Payments%20in%20Health%20Reform.pdf
http://www.ebglaw.com/files/37716_BNA%20Article%20-%20Accountable%20Care%20Organizations%20and%20Bundled%20Payments%20in%20Health%20Reform.pdf
http://www.ebglaw.com/files/37716_BNA%20Article%20-%20Accountable%20Care%20Organizations%20and%20Bundled%20Payments%20in%20Health%20Reform.pdf
http://www.bassberry.com/files/Publication/f55dbab0-b844-4a1f-bf0a-0e34ebab8d7d/Presentation/PublicationAttachment/a98eb254-ce4f-48f3-924b-0e91896128f7/HealthReformImpact29April2010.pdf
http://www.bassberry.com/files/Publication/f55dbab0-b844-4a1f-bf0a-0e34ebab8d7d/Presentation/PublicationAttachment/a98eb254-ce4f-48f3-924b-0e91896128f7/HealthReformImpact29April2010.pdf
http://www.bassberry.com/files/Publication/f55dbab0-b844-4a1f-bf0a-0e34ebab8d7d/Presentation/PublicationAttachment/a98eb254-ce4f-48f3-924b-0e91896128f7/HealthReformImpact29April2010.pdf
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