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Despite the U.S. substantially outspending peer high income nations with almost 18% of 

GDP dedicated to health care, on any number of statistical measurements from life expectancy to 
birth rates to chronic disease,1 the U.S. achieves inferior health outcomes. In short, Americans 
receive a very disappointing return on investment on their health care dollars, causing economic 
and social strain.2 Accordingly, the debates rage on: what is the top driver of health care 
spending? Among the culprits: poor communication and coordination among disparate providers, 
paperwork required by payors and regulations, well-intentioned physicians overprescribing 
treatments, drugs and devices, outright fraud and abuse, and medical malpractice litigation.  

Fundamentally, what is the best way to reduce U.S. health care spending, while improving 
the patient experience of care in terms of quality and satisfaction, and driving better patient health 
outcomes? Mergers, partnerships, and consolidation in the health care industry, new care delivery 
models like Accountable Care Organizations and integrated care systems, bundled payments, 
information technology, innovation through new drugs and new medical devices, or some 
combination of the foregoing? More importantly, recent ambitious reform efforts fall short of a 
cohesive approach, leaving fundamental internal inconsistencies across divergent arms of the 
federal government, raising the issue of whether the U.S. health care system can drive sufficient 
efficiencies within the current health care and antitrust regulatory environments. 

                                                 
1 Jason Kane, Health Costs: How the U.S. Compares with Other Countries, PBS (Oct. 22, 2012), 

http://www.pbs.org/newshour/rundown/health-costs-how-the-us-compares-with-other-countries/ 
[https://perma.cc/Z3NU-3BA9]. 

2 See discussion infra Sections I and I(A) for detailed statistical data. 
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While debate rages on Capitol Hill over “repeal and replace,” only limited attention has 
been directed toward reforming the current “fee-for-service” model pursuant to which providers 
are paid for volume of care rather than quality or outcomes. Indeed, both the Patient Protection 
and Affordable Care Act (“ACA”)3 and proposals for its replacement focus primarily on the reach 
and cost of providing coverage for health care, rather than specifics for the delivery of health 
care.4 With the U.S. expenditures on health care producing inferior results, experts see 
consolidation and alternatives to fee-for-service as fundamental to reducing costs.5 Integrating 
care coordination and delivery and increasing scale to drive efficiencies allows organizations to 
benefit from shared savings and relationships with payors and vendors.6 Deloitte forecasts that, 
by 2024, the current health system landscape—which includes roughly 80 national health systems, 
275 regional systems, 130 academic medical centers, and 1,300 small community systems—will 
morph into just over 900 multi-hospital systems.7 

Even though health care market and payment reforms encourage organizations to 
consolidate and integrate, innovators must proceed with extreme caution. Health care 
organizations attempting to drive efficiencies and bring down costs through mergers may run afoul 
of numerous federal and state laws and regulations.8 Calls for updates or leniency in these laws 
are growing, including the possible recognition of an “Obamacare defense” to antitrust 
restrictions9 and speculation that laws restricting physicians from having financial relationships 
will be repealed, ostensibly to allow sharing of the rewards reaped from coordinated care.10 In 
the meantime, however, absent specific waivers or exemptions, all the usual rules and regulations 
apply, including antitrust constraints,11 physician self-referral12 and anti-kickback laws and 
regulations,13 state fraud and abuse restrictions,14 and more. In short, a maelstrom of conflicting 
political prescriptions, health care regulations, and antitrust restrictions undermine the ability of 

                                                 
3 Pub. L. No. 111-148, 124 Stat. 119 (2010) (codified as amended in scattered sections of the U.S. Code). 
4 Alison Kodjak, ‘Millions’ Fewer Would Have Coverage Under GOP Health Bill, Says CBO Analysis, NPR, 

(Sept. 25, 2017), http://www.npr.org/sections/health-shots/2017/09/25/553459455/-millions-may-lose-coverage-
under-gop-health-bill-says-cbo-analysis [https://perma.cc/BE3J-7759]. 

5 Monica Noether & Sean May, Hospital Merger Benefits: Views from Hospital Leaders and Econometric 
Analysis, CHARLES RIVER ASSOCIATE (Jan.2017), http://www.crai.com/sites/default/files/publications/Hospital-
Merger-Full-Report-_FINAL-1.pdf [https://perma.cc/2FPQ-KGZ4]. 

6 Achieving Health Care Efficiencies through Consolidation and Alternative Models: Irreconcilable 
Differences?, BROWNSTEIN HYATT FARBER SCHRECK (Feb. 9, 2017), https://www.bhfs.com/insights/alerts-
articles/2017/achieving-health-care-efficiencies-through-consolidation-and-alternative-models-irreconcilable-
differences- [https://perma.cc/WP7B-WKXL]. 

7 Ion Skillrud, Wendy Gerhardt & Maulesh Shulka, The Great Consolidation: The Potential for Rapid 
Consolidation of Health Systems, DELOITTE (2014), https://www2.deloitte.com/us/en/pages/life-sciences-and-health-
care/articles/great-consolidation-health-systems.html [https://perma.cc/XXF5-FR49]; see LOLA BUTCHER, HEALTH 
CARE 2020: CONSOLIDATION (HFMA, 2016). 

8 Achieving Health Care Efficiencies, supra note 6.  
9 Fed. Trade Comm’n v. Penn. State Hershey Med. Ctr, 185 F. Supp. 3d 552, 564 (M.D. Pa. 2016) 

(recognizing “a growing need for all those involved to adapt to an evolving landscape of healthcare that includes, 
among other changes, the institution of the Affordable Care Act, fluctuations in Medicare and Medicaid 
reimbursement, and the adoption of risk-based contracting”), rev’d on other grounds by 838 F.3d 327 (3d Cir. 2016). 

10 Ayla Ellison, Stark Law: The 27-Year-Old Act Killing Healthcare Reform Before It Can Begin?, BECKER’S 
HOSPITAL REVIEW (Sept. 7, 2016), https://www.beckershospitalreview.com/legal-regulatory-issues/stark-law-the-27-
year-old-act-killing-healthcare-reform-before-it-can-begin.html [https://perma.cc/32WH-5F6H]. 

11 Achieving Health Care Efficiencies, supra note 6. 
12 Id. 
13 Id. 
14 Id. 
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innovators to achieve efficiencies through joint ventures, transactions, innovative models, and 
other structures.  

This article first considers the conflicting positions taken by the United States government 
with respect to achieving efficiencies in health care under the ACA and alternative delivery 
models, on the one hand, and health care regulatory enforcement and antitrust enforcement, on 
the other. At almost a fifth of the U.S. economy,15 health care arguably has grown ungovernable, 
exceeding the ability of any one law or branch of government to create or implement coherent 
reform. Indeed, the article posits that although the ACA reformed and expanded access to health 
care, it failed to transform the way health care is delivered beyond limited “demonstration 
projects”, leaving fee-for-service intact. Nonetheless, even with limited rather than revolutionary 
goals, the ACA still lacks sufficient authority across disparate branches of government to achieve 
its stated goals. The article then examines the conflicting positions of the various United States 
regulatory schemes and enforcement agencies governing health care, and whether they can be 
reconciled with the stated goal of the government, often referred to as the “Triple Aim”:16 
improving quality of care, improving population health, and lowering health care costs. It 
examines fundamental, systemic challenges to achieving the “Triple Aim”: longstanding health 
care regulatory laws that impede adoption of innovative delivery systems beyond their current 
“demonstration project” status, and antitrust enforcement that promotes waste and duplication in 
densely populated areas, while preventing necessary consolidation to more efficiently reach rural 
areas. The article concludes with recommendations for promoting efficiency through modest 
reconciliation of the conflicting goals and regulations in health care. 

                                                 
15 David Morgan, Government Forecasts Modest Health Spending Growth, REUTERS (June 12, 2012), 

http://www.reuters.com/article/us-usa-healthcare-spending/government-forecasts-modest-health-spending-growth-
idUSBRE85B1DI20120612 [https://perma.cc/99WF-4ENU]. 

16 Achieving Health Care Efficiencies, supra note 6. 
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I. THE U.S. HEALTH CARE SYSTEM: HIGHEST SPENDING, SOME OF THE 
WORST OUTCOMES  

According to the Centers for Medicare and Medicaid Services (“CMS”) over the last 50 
years, health care spending as a percentage of GDP has increased from 5% to 17.9%.17 In 2015, 
national health expenditures rose by 5.8% to $3.2 trillion, equivalent to $9,990 per person.18 This 
growth rate is expected to continue through 2025, averaging 5.8% growth per year, with health 
spending growing 1.3 percentage points faster than GDP per year.19 Consequently, by 2025, 
projections anticipate that 20.1% of GDP will be consumed by health expenditures.20 Total health 
spending for 2016 hit $3.4 trillion, exceeding $10,000 per person for the first time.21  

A mix of private and public sources combine to finance health care in America, with the 
bulk of Americans under 65 years of age obtaining private health insurance through their 
employer.22 In 2015, private health insurance coverage continued to be more prevalent than public 
coverage, at 67.2% and 37.1%, respectively.23 Of the subtypes of health insurance, employer-based 
insurance covered 55.7% of the population for some or all of the calendar year, followed by 
Medicaid (19.6%), Medicare (16.3% percent), direct-purchase (16.3% percent), and military 
coverage (4.7%).24 The U.S. Bureau of Labor Statistics estimates that as of March 2016 
approximately 52% of the population (180 million people) had employment based coverage, and 
about 6% (13 million people) had private coverage purchased directly from an insurer.25  

The federal government is the single largest payor for health care services: in 2015, about 
112 million people were covered by Medicare and Medicaid, the two primary forms of 
government-sponsored health care.26 In that same year, federal spending for Medicare and 
Medicaid made up approximately 40% of national health expenditures.27 According to the 
Congressional Budget Office (“CBO”), as of 2015, Medicare and Medicaid alone constituted 
almost a quarter of all federal spending.28 

                                                 
17 Ctrs. for Medicare & Medicaid Servs., NHE Fact Sheet, CMS, https://www.cms.gov/research-statistics-

data-and-systems/statistics-trends-and-reports/nationalhealthexpenddata/nhe-fact-sheet.html [https://perma.cc/73JF-
X68S] (last updated June 14, 2017). 

18 Id. 
19 Id. 
20 Id. See Ctrs. for Medicare & Medicaid Servs., National Health Expenditure Projections 2016-2025: 

Forecast Summary, CMS, https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-
Reports/NationalHealthExpendData/Downloads/proj2016.pdf [https://perma.cc/PY25-7WJF]. 

21 National Health Expenditure Projections, supra note 20. 
22 Michelle Long et al., Trends in Employer-Sponsored Insurance Offer and Coverage Rates, 1999-2014, 

THE HENRY J. KAISER FAMILY FOUND. (Mar. 2016), http://files.kff.org/attachment/issue-brief-trends-in-employer-
sponsored-insurance-offer-and-coverage-rates-1999-2014-2 [https://perma.cc/9ER9-BHDU]. 

23 JESSICA C. BARNETT & MARINA S. VORNOVITSKY, U.S. DEP’T OF COMMERCE, HEALTH INSURANCE 
COVERAGE IN THE UNITED STATES: 2015 1 (Sept. 2016). 

24 Id. 
25 Id. 
26 Policy Basics: Where Do Our Federal Tax Dollars Go?, CTR. ON BUDGET & POL’Y PRIORITIES, 

https://www.cbpp.org/research/federal-budget/policy-basics-where-do-our-federal-tax-dollars-go 
[https://perma.cc/B6RJ-ELAP] (last updated Oct. 4, 2017). 

27 Id. 
28 Philip Ellis, Deputy Assistant Dir., Health, Ret., & Long-Term Analysis Div., Cong. Budget Office, CBO’s 

Analysis of Health Care Spending and Policy Proposals (Sept. 21, 2016), 
https://www.cbo.gov/sites/default/files/114th-congress-2015-2016/presentation/51994-healthcare.pdf 
[https://perma.cc/T2KU-NFMZ]. 
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Medicare, the federal health insurance program for people ages 65 and over and people 
with permanent disabilities, helps to pay for hospital and physician visits, prescription drugs, and 
other acute and post-acute care services.29 In 2015, spending on Medicare accounted for 15% of 
the federal budget.30 Medicare plays a major role in the health care system, accounting for 20% of 
total national health spending in 2014, 29% of spending on retail sales of prescription drugs, 26% 
of spending on hospital care, and 23% of spending on physician services.31 Medicare benefit 
payments totaled $632 billion in 2015; just under one-fourth was for hospital inpatient services 
(23%), 12% for Part D drug benefit spending, and 11% for physician services.32  

More than one-fourth (27%) was for Medicare Advantage private health plans covering all 
Part A and Part B benefits;33in 2016, 31% of Medicare beneficiaries were enrolled in Medicare 
Advantage plans.34 Looking ahead, CBO projects total Medicare spending to increase from $695 
billion to $1.3 trillion from 2016 to 2026,35 climbing to almost 4% of GDP by that time.36 

Of all the statistics in connection with both the ACA debate and its implementation, and in 
the current “repeal and replace” initiative, policymakers tend to focus most on coverage rates.37 
Notably, the percentage of people with health insurance coverage for all or part of 2015 was 90.9%, 
higher than the rate in 2014 (89.6%). Both years had substantially higher than historic levels 
courtesy of the increased access to insurance enabled by the ACA through the expansion of 
Medicaid and subsidies for the purchase of health care on the exchanges at certain income levels.38  

A. WORSE HEALTH OUTCOMES THAN PEER NATIONS 

Despite substantially outspending peer high income countries, the U.S. health care system 
produces worse health outcomes across a number of important categories.39 In The American 
                                                 

29 Juliette Cubanski & Tricia Neuman, The Facts on Medicare Spending and Financing, HENRY J. KAISER 
FAMILY FOUND. (July 20, 2016), http://www.kff.org/medicare/issue-brief/the-facts-on-medicare-spending-and-
financing/ [https://perma.cc/8GLW-2MGE]. 

30 Id. 
31 Id. 
32 Id. 
33 Id. 
34 Id. 
35 Id. 
36 CONG. BUDGET OFFICE, THE 2016 LONG-TERM BUDGET OUTLOOK 43 (July 12, 2016), 

https://www.cbo.gov/sites/default/files/114th-congress-2015-2016/reports/51580-ltbo-one-col-2.pdf 
[https://perma.cc/XL6R-6SUU]. 

37 See Robert D. Reischauer & Alice M. Rivlin, Health Policy Issues and the 2016 Presidential Election, 
BROOKINGS (Nov. 18, 2015), https://www.brookings.edu/research/health-policy-issues-and-the-2016-presidential-
election/ [https://perma.cc/C2UV-GA6H]. 

38 42 U.S.C. § 18031 (2006). 
39 See Gerard Anderson & Peter Sotir Hussey, Comparing Health System Performance in OECD Countries, 

20 HEALTH AFF. 219 (2001); Gerard F. Anderson & Jean-Pierre Poullier, Health Spending, Access, and Outcomes: 
Trends in Industrialized Countries, 18 HEALTH AFF. 178 (1999); Gerard F. Anderson et al., Health Spending and 
Outcomes: Trends in OECD Countries, 1969-1998, 19 HEALTH AFF. 150 (2000); G. F. Anderson et al., Health 
Spending in OECD Countries in 2004: An Update, 26 HEALTH AFF. 1481 (2007); Gerard F. Anderson & Bianca K. 
Frogner, Health Spending in OECD Countries: Obtaining Value per Dollar, 27 HEALTH AFF. 1718 (2008); Gerard F. 
Anderson et al., Health Spending in the United States and the Rest of the Industrialized World, 24 HEALTH AFF. 903 
(2005); Gerard F. Anderson et al., It’s the Prices, Stupid: Why the United States is so Different from Other Countries, 
22 HEALTH AFF.89 (2003); Gerard F. Anderson & David A. Squires, Measuring the U.S. Health Care System: A 
Cross-National Comparison, COMMONWEALTH FUND, June 2010, at 1; Uwe E. Reinhardt et al., Cross-National 
Comparisons of Health Systems Using OECD Data, 1999, 21 HEALTH AFF. 169 (2002); Uwe E. Reinhardt et al., U.S. 
Health Care Spending in an International Context, 23 HEALTH AFF. 10 (2004); David Squires, Explaining High Health 
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Health Care Paradox: Why Spending More Is Getting Us Less, E. H. Bradley and L.A. Taylor 
identified numerous disturbing trends with respect to the health of America’s population – or lack 
thereof.40 In terms of life expectancy, at 78.8 years in 2013, a child born in the U.S. faces the 
lowest life expectancy at birth among the countries analyzed, with an Organization for Economic 
Cooperation and Development (“OECD”) median of 81.2 years.41 With respect to infant mortality, 
the U.S. ranked worst among countries analyzed at a rate of 6.1 infant deaths per 1,000 births, 
compared to an OECD median of 3.5 deaths per 1,000 births.42 Finally, chronic conditions appear 
with greater frequency in the U.S. than peer nations: a 2014 Commonwealth Fund International 
Health Policy Survey determined that 68% of U.S. adults ages 65 or older suffered from two or 
more chronic conditions, while the other countries surveyed ranged from 33% in the United 
Kingdom to 56% in Canada.43  

In 2013, the Institute of Medicine reviewed the literature about the health disadvantages of 
Americans as compared to peer high-income countries, with disturbing findings: as of 2012, over 
a third of U.S. adults were obese, as compared to obesity rates of only 14.5% in France, 24.9% in 
the U.K., 23.6% in Germany, and a low of 3.7% in Japan.44 Nonetheless, the Institute of Medicine 
concluded that lagging health outcomes in the U.S. could not be ascribed to economic, social, or 
racial and ethnic disadvantages, noting that even non-smoking, non-obese middle class Americans 
suffer from poorer health than their peers in high-income countries.45 These inferior indicators 
confirm an extremely poor return on investment, with the U.S. less healthy despite dramatically 
outspending its peer high-income nations, dedicating over 17% of its 2013 GDP to health care 
compared to an average of 10.6% among peer nations.46  

Poor population health and high spending on health care47 lead to diminished quality of 
life, financial hardship, and even personal bankruptcy, the result of a chain reaction of economic 

                                                 
Care Spending in the United States: An International Comparison of Supply, Utilization, Prices, and Quality, 
COMMONWEALTH FUND, May 2012, at 1; David Squires, The Global Slowdown in Health Care Spending Growth, 312 
J. AM. MED. ASS’N 485 (2014); David Squires, The U.S. Health System in Perspective: A Comparison of Twelve 
Industrialized Nations, COMMONWEALTH FUND, July 2011, at 1; see also ORG. FOR ECON. COOPERATION & DEV., 
HEALTH AT A GLANCE: OECD INDICATORS (2015); ORG. FOR ECON. COOPERATION & DEV., FOCUS HEALTH 
SPENDING: OECD HEALTH STATISTICS 2015 (July 2015), https://www.oecd.org/health/health-systems/Focus-Health-
Spending-2015.pdf [https://perma.cc/8CN6-4M9V]. 

40 ELIZABETH H. BRADLEY & LAUREN A. TAYLOR, THE AMERICAN HEALTH CARE PARADOX, WHY SPENDING 
MORE IS GETTING US LESS (2013). 

41 OECD HEALTH STATISTICS 2015, supra note 39. 
42 See BRADLEY & LAUREN, supra note 40; see also David Squires & Chloe Anderson, U.S. Health Care 

from a Global Perspective: Spending, Use of Services, Prices, and Health in 13 Countries, COMMONWEALTH FUND, 
Oct. 8, 2015, at 1, 7. 

43 Chronic conditions included hypertension or high blood pressure, heart disease, diabetes, lung problems, 
mental health problems, cancer, and joint pain/arthritis. See Robin Osborn et al., The Commonwealth Fund 2014 
International Health Policy Survey of Older Adults, THE COMMONWEALTH FUND, Nov. 19, 2014, at 1. 

44 See Joseph D. Freeman et al., The Causal Effect of Health Insurance on Utilization and Outcomes in Adults: 
A Systematic Review of US Studies, 46 MED. CARE 1023 (2008); see also U.S. HEALTH IN INTERNATIONAL 
PERSPECTIVE: SHORTER LIVES, POORER HEALTH 78-84 (Steven H. Woolf & Laudan Aron eds., 2013). 

45 Id. See Squires & Anderson, supra note 39, at 13. 
46 OECD HEALTH STATISTICS 2015, supra note 39. 
47 Ali Veshi, For Facts Sake: U.S. Healthcare Lags Others, MSNBC, (July 18, 2017, 9:44 AM) 

https://www.nbcnews.com/business/velshi-ruhle/facts-sake-u-s-healthcare-lags-others-n782126 
[https://perma.cc/3AWY-MGD7]. 
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and social consequences resulting from often avoidable health care challenges.48 With this 
daunting backdrop, U.S. policymakers face a steep climb in terms of the diagnosis, particularly in 
light of the political and legal challenges to finding a comprehensive solution. Nonetheless, in 
2010, President Barack Obama and a Democratic Congress embraced the challenge, producing the 
ACA, with some provisions phased in starting in 2010 and the balance taking effect by January 1, 
2014.49 

B. “FEE-FOR-SERVICE” MEDICINE PERPETUATES AN INEFFICIENT SYSTEM PROMOTING ALL 
THE WRONG DYNAMICS 

The term “fee-for-service” medicine describes the bulk of the U.S. health care system: 
providers working with patients on an incident-by-incident basis, with providers required to submit 
a Current Procedural Terminology50 (“CPT”) code for each incident of health care services 
rendered, with a predetermined, pre-negotiated reimbursement rate then payable for that particular 
service.51 Without a CPT code for an activity, no reimbursement can be made; general counseling 
and care management often suffer this fate. Consider the case of a potential patient contemplating 
a discretionary, but expensive procedure, as compared to an alternative to the procedure of diet, 
wellness, and increased exercise. All the incentives in fee-for-service medicine point toward 
recommending the procedure over the diet, wellness, and exercise alternative, despite yielding 
questionable results if measured in terms of the “Triple Aim” of improving individual quality of 
care, improving population health, and lowering health care costs. 

While the debate between potential alternatives to fee-for-service rages on, the advocates 
for those alternatives agree on one thing: fee-for-service promotes the wrong trends in health care, 
focusing on acute episodes that fit into neat categories with billing codes for reimbursement rather 
than maintaining the continuing health and well-being of the person.52 Fee-for-service medicine 
perpetuates an inefficient system, promoting all the wrong dynamics: rewarding health care 
volume and promoting overlapping facilities, complete with fancy “me too” devices, machines, 
specialties, and new hospital campuses and buildings. Meanwhile, the American health care 
consumer with traditional health insurance typically faces few consequences for these costs when 
they are absorbed by the insurance payor, creating a “moral hazard” situation. A second moral 
hazard exists in traditional insurance: because consumers can move from insurance plan to 
insurance plan year after year, insurance providers have little incentive to invest in health care that 
costs money in the short run but promotes long term health and well-being, such as preventive 
medicine, wellness, and testing. These two moral hazards in the traditional insurance system 
                                                 

48 See Jack Hadley, Sicker and Poorer—The Consequences of Being Uninsured: A Review of the Research 
on the Relationship between Health Insurance, Medical Care Use, Health, Work, and Income, 60 MED. CARE RES. 
REV. 3S (2003); see, e.g., Care Without Coverage: Too Little, Too Late, INST. MED., May 2002, at 1, 7. 

49 See, e.g., 26 U.S.C. § 5000A (individual mandate); 45 CFR 147.108 (pre-existing condition coverage) 26 
U.S. Code § 4980H (employer mandate). 

50 Current Procedural Terminology (CPT) code set is a medical code set maintained by the American Medical 
Association. 

51 See generally 42 U.S.C. § 1395ww(d) (adopting the Prospective Payment System); Hospital Inpatient 
Prospective Payment Systems for Acute Care Hospitals and the Long Term Care Hospital Prospective Payment 
System and Proposed Fiscal Year 2015 Rates, 79 Fed. Reg. 27,298 (May 15, 2014). 

52 See, e.g., Robert A. Berenson & Eugene C. Rich, U.S. Approaches to Physician Payment: The 
Deconstruction of Primary Care, 25 J. GEN. INTERNAL MED. 613 (2010); Michael E. Porter & Robert S. Kaplan, How 
to Pay for Health Care, HARV. BUS. REV. July-Aug. 2016, at 88; Amerling, Should the U.S. Move Away From Fee-
for-Service Medicine?, WALL STREET J. (Mar. 22, 2015 11:00 PM), https://www.wsj.com/articles/should-the-u-s-
move-away-from-fee-for-service-medicine-1427079653. 
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perniciously drive up costs, each in their own way. As long as prominent elements in the system 
reimburse providers on a fee-for-service basis, the culture shift toward maintaining continuing 
health will not be achieved – and neither will the noble goals of improving quality, patient 
experience, and cost. 

In their article “U.S. Approaches to Physician Payment: The Deconstruction of Primary 
Care,” Robert A. Berenson and Eugene C. Rich systematically dissect the flaws of fee-for-service 
medicine, leaving little doubt that the current fee-for-service system motivates the wrong behaviors 
and stifles alternative delivery methods that could be both more innovative and practical in light 
of technological opportunities, and demographic and societal trends.53 Indeed, the visit-based fee-
for-service system fails to reward the key elements of primary care (accountable, accessible, 
continuous, coordinated, and comprehensive),54 and may, in fact, actively undermine these 
elements. When the “product” financially rewarded is volume, each problem looks like an 
opportunity for more volume. At the provider level, management teams for health care providers 
face pressure to have all the bells and whistles necessary to capture more patient volume. This 
leads to proliferation of specialties, devices, treatments, and machines at each provider in order to 
capture patients, which then creates the pressure to deploy those specialties, devices, treatments, 
and machines in order to pay for their cost. Three hospitals in a market may not need every last 
specialty, device, treatment, or machine, and, in fact, could probably drive substantial efficiencies 
by sharing these expensive items between them, referring patients to the appropriate location for 
more specialized care. However, in the hypercompetitive market to capture patient volume in the 
fee-for-service model, a hospital sending patients to a competing facility is sacrilege. The result: 
skyrocketing costs of maintaining full-service facilities with a wide array of specialties, and 
pressure to gain and retain patient volume. 

In his Health Affairs column “Breaking The Fee-For-Service Addiction: Let’s Move To A 
Comprehensive Primary Care Payment Model,” Rushika Fernandopulle advocated for going “cold 
turkey” rather than trying to mend the fee-for-service model, such as with supplemental payments 
for preventive medicine.55  

Fee-for-service is simply the wrong model to pay for primary care. It is toxic to 
good care and to physician and team culture, so we should simply stop using it, not 
try to supplement it. Primary care should be about continuous healing relationships, 
and discretely paying for services is antithetical to this.56  

Alternative models like capitation and bundling are driven by three elements that are lost 
in the fee-for-service model: coordination of disparate caregivers, preventive care, and follow-up 
after care delivery.57 Examples of capitation include accountable care organizations (“ACOs”) and 
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patient-centered medical homes, with the ACO or medical home receiving one capped payment 
for the year from the payor for each person or “life” included in the population that they manage. 
In bundling, disparate providers partner to provide a defined medical service or procedure for one 
“bundled” rate. In each case, both quality and efficiency are rewarded, as the ACO or the bundle 
providers may keep any savings that they achieve within the defined payment, provided that they 
have achieved patient quality metrics. While critics claim these models resemble the health 
maintenance organizations (“HMOs”) of the 1990s and will lead to bare-bones care as the ACO 
and bundle providers reach for more profit, proponents note that in the ACO and bundled models, 
the provider controls the decision-making rather than the payor.58 Further, in these models, the 
providers retain risk, as readmittances or complications will erode profits under the capitated or 
bundled rate.59 Finally, with dramatic advancements in technology, health care consumers and 
ratings entities have access to quality metrics and performance goals that did not exist during the 
rise and fall of HMOs.60 

Significantly, of the substantial financial resources expended on health care in the U.S., 
chronic care and end-of-life care consume over 86% of U.S. health care spending,61 while chronic 
diseases account for 7 of 10 deaths each year.62 Both chronic care and end-of-life care demand 
care coordination and an ongoing, well-managed patient relationship to provide the patient with a 
more user-friendly experience, and to optimize the varying treatments and medications required 
and resources consumed. Fee-for-service medicine suffers profoundly from a lack of care 
coordination. In the absence of a billing code for care coordination efforts, no one physician can 
be expected to step forward from amongst the diverse array of providers and coordinate the 
relationships, treatments, and medications being meted out by the cast and crew for the complex 
patient needs in chronic care and end-of-life care.  

In his poignant, deeply personal, and very insightful June 2012 cover story from Time 
entitled “The Long Goodbye,” Joe Klein shared his family’s frustrating struggle with health care 
while managing the gradual decline of both of his parents.63  

The hazy legality of the situation was exacerbated by the nature of the Medicare 
system. There was no coordination among the flotilla of physicians taking care of 
my parents. There was no real supervision of their daily drug taking: Dad was in 
charge, and sometimes he’d screw up…. On several occasions, Mom was rushed to 
the hospital because the drugs prescribed by her various doctors had interacted 
poorly or Dad had given her the wrong dosage.64  

Klein transitioned his parents to an accountable care organization, the Geisinger Health 
System, and shared his favorable experience and perspective on ACOs: 
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The Geisinger medical center seems almost like a mirage . . . . Like the Mayo Clinic, 
it employed a team approach, with doctors, paid as employees rather than as 
independent operators, cooperating on patient care. “It’s like hiring a general 
contractor to supervise the renovation of your house,” says Henry J. Aaron, a health 
expert at the Brookings Institution. “He brings his team of subcontractors and 
coordinates their work. It’s a lot more efficient than finding and organizing the 
carpenters, the electricians and the painters by yourself.”65 

However, doctors themselves generally favor fee-for-service, as it allows them to make 
their own decisions about care without the scrutiny of an ACO or a bundled payment system, and 
enables the instinctual, Hippocratic oath and defensive medicine driven tendency to “first to no 
harm,” even if it means questionable or excessive health care spending.66 While caring for his 
parents, Klein noted that  

doctors are trained to do whatever they can to save a patient, even an elderly one, 
and that is an excellent thing. But that Hippocratic impulse has been subtly 
undermined by the rewards of fee-for-service medicine and by the threat of 
malpractice suits, which militate in favor of ordering the extra MRI or blood test or 
dialysis even for a patient who probably has only weeks to live.67 

In short, like a team of talented, well-intentioned athletes running amok with no 
quarterback, no plays, and no coach, lack of coordination in fee-for-service health care wastes 
effort and resources and leaves the patient frustrated. This lack of coordination is exacerbated by 
misalignment of incentives, with more revenue generated for more volume, logically prompting 
more of everything.  

High deductible insurance plans paired with health savings accounts have been touted as a 
way to force the patient to evaluate their health care spending as market participants within the 
existing fee-for-service system. Senator Rand Paul (R-Ky.) posited, “[w]hat if 30 percent of the 
public had health savings accounts? What do you do when you use your own money? You call up 
doctors and ask the price . . . . If you create a real marketplace, you drive prices down.”68 However, 
this approach constitutes de facto self-rationing of health care, as health care consumers rein in 
their use of health care unless and until their annual deductible has been met. Further, as discussed 
herein, the healthiest Americans who may self-ration are not those driving the costs in the system; 
the high deductible insurance plans paired with health savings accounts do little to address the 
exorbitant cost of chronic conditions and end-of-life care, and instead leave these patients to 
annually burn through their personal savings until deductibles have been exceeded simply to meet 
basic health care needs. 
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C. FEE-FOR-SERVICE MEDICINE MUST BE REPLACED BY ALTERNATIVE MODELS  

In a pairing of comprehensive articles, the Harvard Business Review compared capitation 
and bundling as alternatives to fee-for-service in its July-August 2016 issue.69 In “The Case for 
Capitation,” Brent C. James, MD and Gregory P. Poulsen assert that  

federal cost control efforts mandated by the Affordable Care Act of 2010 are 
pushing health care payments in this direction (capitation). Recognizing that 
volume-based payments fuel expenditures, increase waste, and potentially worsen 
quality, government officials are moving toward ‘pay for value’ systems, which 
give providers financial incentives to hold costs down by improving clinical 
outcomes and patient satisfaction.70  

However, the authors provide several examples of distortions created by fee-for-service, 
with health care providers actually suffering significant financial losses as a result of becoming 
more efficient while doing so within the fee-for-service environment.71 

Should care delivery groups invest in quality improvements that reduce costs if it 
could mean their own financial demise? Even if a group does so because it’s the 
right thing for patients, where will it find the resources to launch its next waste 
reduction project? Shouldn’t the windfall that health insurers receive from waste 
reduction help fund further improvements? If sharing in the savings strengthened 
the care delivery group financially, wouldn’t it become a more effective competitor, 
encouraging other groups to adopt the same cost-saving strategies? We believe that 
population-based payment addresses these issues, because it encourages providers 
to attack all waste, by ensuring that they benefit from the savings. Because per case 
systems, including the new bundled payment approaches, don’t offer the right 
financial incentives, close to half of all waste reduction opportunities are likely to 
go unrealized under them. Under fee-for-service, the situation is even worse: More 
than 90% of such opportunities will probably fall by the wayside.72  

In “How to Pay for Health Care,” Michael E. Porter and Robert S. Kaplan succinctly 
summarize the bundling versus capitation comparison: 

That doesn’t mean, however, that health care is converging on a solution. The broad 
phrase “value-based reimbursement” encompasses two radically different payment 
approaches: capitation and bundled payments. In capitation, the health care 
organization receives a fixed payment per year per covered life and must meet all 
the needs of a broad patient population. In a bundled payment system, by contrast, 
providers are paid for the care of a patient’s medical condition across the entire care 
cycle—that is, all the services, procedures, tests, drugs, and devices used to treat a 
patient with, say, heart failure, an arthritic hip that needs replacement, or diabetes. 
If this sounds familiar, it’s because it is the way we usually pay for other products 
and services we purchase.73  
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They proceed to forcefully advocate for bundling over capitation, citing the difficulty in 
risk adjusting for the population included in the capitated group:  

Because capitation pays providers a fee per person covered, it shifts the risk for the 
cost of the population’s actual mix of medical needs—over which they have only 
limited control—to providers. Some large private insurers favor capitation for just 
this reason. But bearing the actuarial risk of a population’s medical needs is what 
insurers should do, since they cover a far larger and more diverse patient population 
over which to spread this risk. Providers should bear only the risks related to the 
actual care they deliver, which they can directly affect. A more fundamental 
problem is that capitation payments are extremely difficult to adjust to reflect each 
patient’s overall health risk, not to mention to correctly adjust for this risk across a 
large, diverse population. Risks are much better understood and managed for a 
particular medical condition—for example, the probable effects of age or 
comorbidities on the costs and outcomes for joint replacement—as is the case in 
bundled payments.74  

An even more aggressive approach to achieving fully integrated health care: combining 
providers of health care services with insurance companies that pay for their services. The payor-
provider dichotomy traditionally pits these parties in a vigorously adversarial relationship, 
extensively negotiating and even litigating reimbursement rates and appropriateness of treatments 
and billing.75 Kaiser Permanente and Geisinger Health System represent two broad-based, 
established examples in this growing trend. In many emerging instances, hospitals themselves act 
as the base platform, acquiring insurance companies or creating an internal insurance line of 
business in a trend that may enable providers to “cut out the middleman” insurance company – a 
trend promoted by some prominent health care reformers as “the wave of the future . . . integrating 
insurance with delivery function.”76 In addition to the coordinated approach offered by alternative 
models and the added incentive for preventive care and follow-up, alternative models can more 
readily incorporate meaningful technological advances, promoting more frequent, discrete 
communications as part of an overall effort toward preventative medicine and care management – 
particularly critical elements for addressing costly chronic care and chronic disease patients.77  

Recognizing the need to branch out from fee-for-service, the ACA created an “Innovation 
Center” within CMS that promotes models or “demonstration projects.”78 The result has been a 
limited variety of demonstration projects, such as “Next Generation ACOs:” groups of doctors, 
hospitals, and other health care providers and suppliers that coordinated care in serving their 
Medicare patients.79 Another such project, “Bundled Payments for Care Improvement,” applies 
one bundled payment to the continuum of care needs in connection with a medical episode.80 
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Finally, “The Comprehensive Care for Joint Replacement Model” seeks to bring efficient, higher 
quality care to the most frequent procedure among the Medicare population: hip and knee 
replacements.81 

Medicare made further strides toward promoting value-based care with the Medicare 
Access and CHIP Reauthorization Act of 2015 (“MACRA”),82 which established the Quality 
Payment Program (“QPP”).83 The QPP replaced the Sustainable Growth Rate formula, a 
reimbursement calculation system utilized by Medicare for a decade and a half to control physician 
reimbursement rates and limit spending.84 The QPP emphasizes quality over quantity, with two 
tracks: Merit-Based Incentive Payment Systems (“MIPS”), a set of incentives or penalties based 
on a 100 point scale for value-based payment adjustments, and programs for efficient, coordinated 
care known as Alternative Payment Models (“APMs”).85 Physicians engaged in an APM are 
exempted from participating in MIPS, and receive a 5% annual payment bonus for successful 
participation.86 

Even with the chorus of policy experts expressing profound concern with fee-for-service 
medicine,87 longstanding health care regulatory laws prevent more innovative delivery systems 
from expanding beyond these limited “demonstration projects.”88 Meanwhile, the current debate 
on Capitol Hill continues to focus on “access” to health care, in the form of how patients obtain 
insurance coverage and how it is paid for, rather than reforming laws to promote alternatives to 
fee-for-service.89 Unfortunately, even assuming political will could be marshalled for 
comprehensive reform in the delivery of health care, substantial legal obstacles to meaningful 
health care reform must be overcome. At least two such areas – antitrust enforcement and health 
care regulatory strictures – made no accommodation or only limited change in response to the 
health care reforms trumpeted by the passage of the ACA and continue to pose daunting challenges 
to driving efficiencies. 

II. BACKGROUND ON THE ACA AND ITS POTENTIAL SUCCESSOR: 
EVOLUTIONARY, NOT REVOLUTIONARY 

Like the health care reform implemented in 2006 in Massachusetts by then-Governor Mitt 
Romney,90 the ACA takes a market-based approach, striving for health insurance coverage for all 
through a variety of tools. First, insurers are required to provide coverage to anyone.91 Among the 
most popular ACA features: insurance companies are barred from imposing lifetime benefit caps 
and denying coverage for pre-existing conditions, and must cover children under their parents’ 
insurance policies until age 26.92 Among the most controversial elements, the ACA includes an 
                                                 

81 Comprehensive Care for Joint Replacement, 80 Fed. Reg. 73,276 (Nov. 24, 2015) (to be codified at 42 
C.F.R. pt. 510). 

82 See Medicare Access and CHIP Reauthorization Act of 2015 (MACRA), 42 U.S.C. §1305. 
83 See Medicare Access and CHIP Reauthorization Act § 101a. 
84 See id. 
85 See id. § 101a-b. 
86 Id. § 101c. 
87 Julie Barnes, Moving Away from Fee-for-Service, THE ATLANTIC (May 7, 2012), 

https://www.theatlantic.com/health/archive/2012/05/moving-away-from-fee-for-service/256755/ 
[https://perma.cc/HQS8-W55T]. 

88 See Patient Protection and Affordable Care Act § 2705, 42 U.S.C. § 1315a (2010). 
89 See, e.g., Editorial, Looking Past the Obamacare Debate, N.Y. TIMES, Aug. 27, 2017, at SR8. 
90 An Act Providing Access to Affordable, Quality, Accountable Healthcare, 2006 Mass. Acts 77. 
91 See Patient Protection and Affordable Care Act § 2702. 
92 Id. §§ 2702, 2714. 



440 AMERICAN JOURNAL OF LAW & MEDICINE VOL. 43 NO.4 2017 

“individual mandate,” requiring that everyone be insured or else pay a penalty.93 The individual 
mandate expanded coverage, but, more importantly, diversified the risk pool by requiring young 
and healthy Americans to purchase coverage. This broadening of the risk pool enabled insurers to 
provide coverage to those with pre-existing medical conditions. To support purchasing this newly 
required insurance, the ACA provides subsidies to assist certain private insurance purchasers 
qualifying under income thresholds. Lastly, the ACA expanded Medicaid,94 an element that the 
Supreme Court later deemed an overreach.95 This rendered the Medicaid expansion optional for 
each state and as of this writing, 32 states had expanded their Medicaid programs, bringing health 
care coverage to millions for the first time.  

This market-based approach envisioned new “exchanges,” state-based marketplaces for 
small businesses and those who lack employer-based insurance to shop for insurance plans meeting 
the law’s requirements for essential benefits, classified as gold, silver, and bronze levels.96 
Ultimately, many states did not create their own exchanges, relying on the federal ACA exchange.  

While acknowledging its ambitious goals, critics quickly noted the ACA’s limited, 
incremental nature:  

But for all its scope, the law is a relatively moderate and incremental document-
evolutionary, not revolutionary. It does not seek to replace the country’s system of 
private health insurance with a government-run, “single-payer” system such as 
Canada’s – the “Medicare for all” approach advocated by many American liberals 
for years, but sharply opposed by insurers and many medical providers. It will not 
dismantle or fundamentally alter the system of employer-based insurance, as 
several alternative proposals would have done by tossing aside the tax-free 
treatment of employer benefits. And it does not go nearly so far as President Bill 
Clinton’s failed plan in 1993-94 in trying to set insurance premium levels and 
medical provider rates.97 

Although the ACA focused on expanding coverage and did not overhaul the delivery of 
medicine, one of the primary goals of the ACA is to provide higher-quality, lower-cost health care 
to more Americans.98 To achieve this goal, the ACA prompted health care providers to transition 
from providing fragmented services toward an integrated, value-based approach to health care.99 
The law encourages creation of ACOs, networks of health care providers that work together to 
service patients, and the bundling of payments across providers for an episode of care.100 Notably, 
depending on structuring, ACOs may not necessarily be fully capitated systems. The ACO may 
benefit from “shared savings” yielded by delivering care below prescribed cost levels, but may not 
share in the cost of overruns. These features of the ACA encourage consolidation among health 
care providers.  
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The Republican proposal for “repeal and replace” advanced in March of 2017 continued 
the pattern, rearranging how Americans obtain their insurance – but not altering health care 
delivery models.101 In defending the “American Health Care Act” (“AHCA”),102 former Health 
and Human Services Director Tom Price defined “success” as “it means more people covered than 
are covered right now at an average cost that is less.”103 The AHCA would eliminate penalties for 
Americans who do not purchase health insurance, effectively obliterating the “individual 
mandate,” but would deter Americans from going without coverage by allowing insurers to charge 
more for those who have allowed their coverage to lapse.104 The AHCA would block grant 
Medicaid, reigning in the amount of federal spending on Medicaid by distributing a capped amount 
to each state while allowing states to have greater flexibility in how they spend that capped 
amount.105 Together with transforming Medicaid to block grants to the states, the AHCA would 
phase out the ACA’s expansion of Medicaid for 11 million low-income people.106  

While politicians wrangled bitterly over the non-partisan CBO’s estimate that the AHCA 
proposal would cause 24 million Americans to lose coverage by 2026 while reducing the federal 
deficit by $337 billion over 10 years,107 they dedicated little if any of their attention or political 
capital to reforming health care delivery models in order to achieve the “Triple Aim,” or to 
enabling greater efficiency through sensible consolidation of health care assets. Although 
transitioning the Medicaid program into block grants to the states offers the potential for flexibility 
and innovation at the state level, it does so with only limited support for that innovation. States 
will be forced to assume at least two major risks: the future demographics and health of their own 
Medicaid population, and the proliferation of health care costs, particularly pricey pharmaceuticals 
that become the standard of care, such as the new course of treatment for hepatitis C, which can 
cure the disease – at a price tag of about $84,000.108 In their first attempt to repeal the ACA and 
replace it with the AHCA in late March of 2017, the Republican Caucus proved too divided to find 
common ground, with the conservative Republicans in the Freedom Caucus deriding the AHCA 
as too lavish and similar to the ACA, while the moderate Republicans in the Tuesday Group feared 
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constituents losing health care benefits.109 Ultimately, this same dynamic precluded GOP senators 
from finding consensus, with several health care reform iterations failing to achieve a majority, 
causing GOP leadership to concede that “we will be living with Obamacare for the foreseeable 
future.”110  

Just as the Republicans found it easier to vote for “repeal” when they lacked a president to 
sign their bill, Democrats have now rallied around adopting a “single payer” health care system, 
with a rising tide of members now signed on to support single payer.111 Many single out Medicare 
as being an effective solution for the population it serves, and compare single payer proposals to 
“Medicare for all,”112 with the government setting reimbursement levels for providers. A single 
payer system would eliminate many of the competition concerns addressed by antitrust regulation 
as discussed in this article. However, given that under President Obama, Democrats enjoyed a 
supermajority in the Senate and nonetheless ruled out enactment of single payer in favor of the 
more market-oriented ACA, we can anticipate a health care system predicated on competition and 
pricing, and antitrust regulation thereof, for the foreseeable future.  

A. THE ACA: DESIGNED BY ITS BRAIN TRUST TO UNLEASH FORCES OF CONSOLIDATION 

As three of Obamacare’s primary authors wrote in the Annals of Internal Medicine in 2010, 
the law was designed to “unleash forces that favor integration across the continuum of care.”113 
Doctors, hospitals, insurers, pharmaceutical companies, and others were given regulatory and 
financial incentives to merge, promoting vertical and horizontal integration across the health care 
industry. 

Aspects of the ACA promoted the consolidation of health care providers to achieve 
economies of scale in complying with the law’s requirements, such as mandates for increased 
investment in information technology.114 In a 2010 article authored by White House health policy 
advisors Robert Kocher, MD, Ezekiel J. Emanuel, MD, and Nancy-Ann M. DeParle, JD, in the 
Annals of Internal Medicine, the advisors predicted: 

These reforms will unleash forces that favor integration across the continuum of 
care. Some organizing function will need to be developed to track quality measures, 
account for and manage shared financial incentives, and oversee care coordination. 
Consequently, the health care system will evolve into 1 of 2 forms: organized 
around hospitals or organized around physician groups. These coordinating 
functions, to the extent that they currently exist, traditionally have been managed 
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by hospitals or health plans. Only hospitals or health plans can afford to make the 
necessary investments in information technology and management skills.115 

The acknowledgement that only hospitals and health plans would have the resources 
necessary to dedicate to investments pointed toward consolidation as inevitable. With substantial 
investments mandated by the ACA and only large players capable of absorbing the cost of those 
investments, small players had little choice but to seek out partners, and quickly. However, Kocher, 
Emanuel, and DeParle pushed collaboration as a means to a noble end, positing that it would 
achieve a host of benefits for patients:  

To fully realize the benefits of the Affordable Care Act for their practices and their 
patients, physicians will design their offices for seamless care, employing new 
practice models and using technology to integrate patient information with 
professional society guidelines to keep patients with chronic conditions healthy and 
out of the hospital. Under the Affordable Care Act, physicians who effectively 
collaborate with other providers to improve patient outcomes, the value of medical 
services, and patient experiences will thrive and be the leaders of the health care 
system.116 

Having painted a picture of seamless care, new technologies, and collaboration, Kocher, 
Emanuel, and DeParle then acknowledge some likely variability in ability and willingness to adopt 
this “all in” approach, offering the following stark choice: 

This is not inevitable. As physicians organize themselves into increasingly larger 
groups—patient-centered medical home practices and accountable care 
organizations—they are, out of necessity, investing in information technology tools 
that are becoming both cheaper and more capable and investing in the acquisition 
or development of management skills that could provide these organizing functions 
efficiently for physicians groups… Physicians who embrace these changes and 
opportunities are likely to deliver the greatest benefits to their patients, the health 
system, and themselves. Physician practices that accept the challenge will be 
rewarded in the future payment system.117  

While pledging rewards for those practices consolidating and adapting, Kocher, Emanuel, 
and DeParle leave those practices sitting out the consolidation wave to their own independent fate, 
implying that they will be left behind by the adopters. As a practical matter, the implications of 
the ACA has played out much as predicted by its founders, with consolidation accelerating and 
independent providers seeking a dance partner before their options for partnering are all spoken 
for. 
Notably, numerous physicians and health policy experts expressed concern about the ACA brain 
trust’s siren call to consolidate up and down the health care continuum.118 Dennis Smith, the former 
Medicaid director under President George W. Bush, labeled the urge to merge and integrate an 
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“example of big government meddling,” asserting that “if a physician’s only choice is to join a 
large corporation, we’re going down the wrong path.”119 

B. THE ACA AND THE URGE TO MERGE: MERGER ACTIVITY RISES IN HOSPITALS, HEALTH 
SYSTEMS, AND HEALTH INSURANCE COMPANIES 

Enactment of the ACA has prompted a well-documented surge in merger activity.120 In 
2009 (pre-ACA), there were 52 announced transactions involving 80 hospitals. Announced 
hospital transactions doubled in 2012, with 107 announced transactions involving 244 hospitals,121 
a pattern continuing122 right through 2016, with 102 hospital merger and purchase transactions 
announced in 2016, representing an increase of 55% since 2010.123 Growth in hospital and health 
system merger and partnership transactions accelerated into 2017, with 27 transactions completed 
in the first quarter alone.124 Acquisitions and partnerships in hospitals and health systems take both 
the horizontal and vertical form: according to a survey from health care staffing company Jackson 
Healthcare, a majority of hospitals plan to acquire a physician practice.125 Hospital administrators 
participating in the survey noted the need “to build, or maintain, a competitive advantage,” likely 
as a result of the ACA.126 Tom Baldosaro, Chief Financial Officer at South Jersey Healthcare 
Regional Medical Center in Vineland, New Jersey, succinctly summed up the trend in hospital and 
health system merger and partnerships: “Big is going to be better. Small is not going to survive.”127 
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Health insurance companies also accelerated merger activity in response to the ACA, citing 
the need for increased bargaining power in their negotiations with providers.128 In his ruling 
rejecting a $37 billion merger between Aetna and Humana on antitrust grounds, Judge John D. 
Bates of the United States District Court for the District of Columbia noted that the court “mostly 
agrees” with the Justice Department’s assertion that the transaction would reduce competition 
among Medicare Advantage plans and for individual health insurance offered on state 
marketplaces, stating: “The court is unpersuaded that the efficiencies generated by the merger will 
be sufficient to mitigate the anticompetitive effects for consumers in the challenged markets.”129 
Notably, earlier in the merger process, Aetna’s Chief Executive Officer linked Aetna’s 
participation in the ACA’s health insurance exchanges to receiving favorable treatment from the 
DOJ on the merger, a failed strategy given the parties’ abandonment of the merger after 
unfavorable court rulings.130 Similarly, the DOJ successfully challenged the $48 billion Anthem-
Cigna megamerger, with Judge Judith Rogers writing that: “The district court reasonably 
determined Anthem failed to show the kind of extraordinary efficiencies that would be needed to 
constrain likely price increases in this highly concentrated market, and to mitigate the threatened 
loss of innovation.”131 Thus, while health care providers and insurance companies increased 
horizontal and vertical consolidation efforts following passage of the ACA, the irresistible force 
of consolidation met an immovable object: federal antitrust enforcement.  

C. RURAL HOSPITALS – A CAUTIONARY TALE OF UNINTENDED CONSEQUENCES, AND A DIRE 
NEED FOR SOLUTIONS 

An estimated 78 rural hospitals have closed their doors since the beginning of 2010, with 
over half of those closures coming in the past two years alone, leaving more Americans to trek 
long distances to obtain health care – sometimes with dire consequences.132 In an effort to draw 
attention to the dynamics that caused the closing of his small town’s local hospital and unfortunate 
consequences, Adam O’Neal, the Republican mayor of Belhaven, North Carolina, walked 273 
miles to Washington in July of 2014.133 Those consequences included a 48-year-old who had a 
heart attack, then died during an hour-long wait for a helicopter to transport her the 75 miles to the 
nearest hospital following the closure.134 Certain emergencies pose exigent circumstances, with a 
long drive or a helicopter flight meaning the difference between life and death. For example, after 
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heart attacks, trauma, and strokes, treatment must occur within the first hour to prevent loss of 
heart muscle and brain tissue, and troubled pregnancies often require a rapid response to deliver a 
healthy baby.135 

It seems that with every passing week, state and national news organizations report the 
closure or deep financial struggles of another rural hospital. With each closure comes terribly sad 
stories of community members who will need to drive long distances to obtain basic and 
emergency care.136 In addition to undermining the health and wellness of local residents, these 
closures also eliminate a primary economic driver in proud rural communities. 

Although the Medicaid expansion helped reduce the uninsured population in those states 
adopting it, rural facilities confront a challenging landscape with other aspects of implementation 
of the ACA: reduced support for the uninsured, lower reimbursement rates for Medicare and 
Medicaid, increased regulatory costs and electronic health records requirements, and penalties 
when patients must be re-admitted soon after they are released. Tight state and local government 
budgets, and fewer patients being allowed overnight stays by payors, results in rural hospitals often 
finding themselves trapped in a downward spiral that could force many more closures in the year 
ahead if other alternatives cannot be developed.  

The ACA and market forces have posed dramatic new challenges for stand-alone hospitals. 
With all hospitals now required to publish charges annually, greater transparency will empower 
counterparties with negotiating information. Reimbursement reductions under federal and state 
health care programs and new coordinated care delivery and payment models encouraged under 
the ACA push hospitals to find efficiencies as they compete against large health care systems. 
Programs that pay for performance essentially punish for performance, stripping resources from 
facilities with high readmittance rates or clinical quality measures below national standards. 
Around the country, state programs that leveraged federal monies face shortfalls, with federal 
monies repurposed under the ACA and state legislatures facing budget pressures of their own. 

If left unchecked, these competitive pressures can set off a vicious chain reaction at a 
hospital, with across-the-board spending reductions often necessary to compete. Strained budgets 
often slash investment in key specialties and technologies, exacerbating the problem as patients 
look to other facilities for the expertise they need. Top physicians can command greater stability, 
taking patients with them. The result: reduced physician capacity and expertise and declining 
patient numbers that further accelerate the hospital’s challenges. 

As a last resort, hospitals may pursue a partnership or sale to a health care system with the 
financial strength, management team, and technological practices to make needed investments in 
the hospital and squeeze more efficiencies out of each health care dollar spent. Federal regulators 
specifically concerned that health care mergers could lead to anti-competitive practices are 
scrutinizing transactions, with state attorneys general requiring nonprofits to demonstrate proposed 

                                                 
135 Marianne Vanderschuren & Duncan McKune, Emergency Care Facility Access in Rural Areas Within the 

Golden Hour? Western Cape Case Study, 14 INT’L J. HEALTH GEOGRAPHICS 1, 2 (2015), https://doi.org/10.1186/1476-
072X-14-5 [https://perma.cc/J57X-72AS]. 

136 The story of St. Vincent’s Hospital, a critical access hospital serving a mountainous rural area as the only 
hospital in Lake County and North America’s highest city of Leadville, Colorado, is one such example. See Jack 
Queen, New Leadville Hospital Dealt Major Setback After Feds Withhold Loan, SUMMIT DAILY (May 23, 2017), 
http://www.summitdaily.com/news/new-leadville-hospital-dealt-major-setback-after-feds-withhold-loan/ 
[https://perma.cc/S6XB-ESN8]. 



AMERICAN JOURNAL OF LAW & MEDICINE 447 

 
 

transactions will not result in misuse of charitable assets and will not harm nonprofit missions.137 
However, many rural hospitals have difficulty attracting a suitor. For most communities, the 
hospital provides the foundation for public health, as well as an economic development engine. 
The AHCA proposed slashing $839 billion from the Medicaid budget by 2026,138 which would 
further challenge already strained hospitals. Compounding the challenges for rural America, the 
AHCA offered only a flat tax credit based only on age, unlike the ACA’s tax credit for assistance 
with health insurance premiums based on income and the actual cost of insurance in the 
individual’s geographic area.139 As a result, 12 of the 15 states with the most precipitous declines 
as a percentage in the value of health care tax credits under the AHCA host significant rural 
populations.140 Notably, neither the ACA nor the AHCA loosened regulatory constraints or created 
safe harbors from antitrust enforcement to allow consolidation or partnerships to more efficiently 
serve rural areas.141 

Rural hospitals will either need to identify increased financial support, or find a hospital or 
system to partner with to drive synergies on overhead, technology and equipment, systems, shared 
facilities, compliance, and the like. If maintaining quality care within reasonable driving distance 
is a community priority, the hospital and local political leadership can either tap into available 
funds, or ask taxpayers for greater dedicated resources, whether in the form of a mill levy, bond, 
or special district. Finally, charitable foundations can seek out additional private support and grant 
monies.  

Should the rural hospital’s doors close, what comes next? Perhaps a much smaller free-
standing emergency room with a fraction of the bed space or an even leaner urgent care clinic, 
addressing only the most pressing of needs, with ambulance or helicopter support to move patients 
to facilities with greater expertise and support services. But note that the emergency room is often 
a drain on hospitals financially, with more sophisticated procedures and overnight stays offering 
higher margins. Community members will need to travel significant distances for key aspects of 
their health care needs – including life-threatening emergencies.  

III. FUNDAMENTAL TENSIONS BETWEEN ANTITRUST ENFORCEMENT AND THE 
ACA 

Antitrust enforcement plays a crucial role in health care today. Now more than ever, 
antitrust regulators are focusing their attention on the health care industry. As discussed herein, 
the Affordable Care Act encourages many forms of consolidation as a way to achieve more 
efficient, integrated health care systems at lower costs and increased quality. As a result, since the 
passage of the ACA, the popularity of hospital and other health care provider mergers has been 
unprecedented.142 The heightened popularity of health care provider mergers has created a target 
for enforcement actions, which increasingly focus on health care provider consolidations, as 
fundamental tensions exist between antitrust enforcement and the drive to consolidate promoted 
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by the ACA. Indeed, the ACA’s proponents like Dr. Kocher, Dr. Emanuel, and DeParle fully 
intended for consolidation to occur as a result of the ACA,143 yet federal antitrust authorities have 
offered no quarter in their health care industry enforcement actions. 

The Federal Trade Commission (“FTC”) is the primary and most active antitrust enforcer 
in the health care arena today.144 From 2009 to 2013, over a third of all cases investigated by the 
FTC were hospital-related.145 At the same time, as more and more providers are merging to achieve 
the standards and goals of the ACA, the FTC has ramped up its efforts to challenge mergers in the 
health care sector.146 As FTC Chair Edith Ramirez remarked, “[h]ealth care remains a top agency 
priority.”147  

Prior to considering a merger with a competitor and sharing information, potentially 
merging parties should determine whether federal antitrust filings or federal agency reviews will 
be necessary. Section 7 of the Clayton Act bars transactions that may establish a monopoly or 
reduce competition.148 The Hart-Scott-Rodino Antitrust Improvements Act of 1976 (“HSR”)149 
assists in the enforcement of these restrictions, providing that parties must not complete certain 
mergers, acquisitions, or transfers of securities or assets, including grants of exclusive intellectual 
property licenses, until they have made a detailed filing with the FTC and Department of Justice 
(“DOJ”) and those agencies have determined that the transaction will not adversely affect 
competition under antitrust laws.150 An HSR filing is required if the transaction and parties exceed 
certain monetary thresholds for the size of merging parties and the size of transaction value.151 The 
HSR requires reporting of proposed mergers and acquisitions if the parties meet both the “size-of-
party” and “size-of-transaction” thresholds.152 Under the 2017 size-of-transaction threshold, any 
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transaction valued in excess of $323 million must be reported to antitrust authorities.153 For 
transactions valued at more than $80.8 million but less than $323 million, the “size-of-person test” 
requires reporting only if (1) the ultimate parent entity of one of the parties to the transaction 
exceeds $16.2 million in total assets or annual net sales, and (2) the ultimate parent entity of the 
other party exceeds $161.5 million in total assets or annual net sales.154 

Regardless of whether the transaction must be reported under the HSR , Section 7 of the 
Clayton Act applies; indeed, some of the most prominent recent FTC and DOJ actions have come 
on non-HSR reported deals,155 as exemption from filing does not exempt the transaction from 
scrutiny for its potential impact on competition.156 Indeed, antitrust authorities often scrutinize 
transactions falling below the thresholds that nonetheless significantly impact a small geographic 
market, particularly in the health care space, such as two hospitals serving a region combing to 
form one provider.157 

Other antitrust laws, such as the federal Sherman Act158 or the FTC Act159 (as well as state 
competition laws) could apply to various joint collaboration, operation, marketing, or distribution 
agreements. Specifically, Section 1 of the Sherman Act prohibits agreements that unreasonably 
restrain competition, and an “agreement” may be imputed based on the actions of the parties, or 
even mere circumstantial evidence.160 Notably, a single entity cannot enter into an agreement with 
itself to unreasonably restrain trade.161 Accordingly, transactional combinations rarely involve 
Section 1, but exclusive arrangements, joint ventures and collaborations pose a variety of antitrust 
concerns around their agreements.162  
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In addition to these ever-present antitrust considerations, the FTC has highlighted 
substantial antitrust hurdles to certain mergers and to the creation of ACOs under the ACA.163 In 
a white paper directly addressing claims that the ACA demands greater latitude in antitrust 
enforcement for health care, Deborah L. Feinstein, Director of the Bureau of Competition of the 
FTC, asserted that “antitrust enforcers have made it clear that there is no tension between rigorous 
antitrust enforcement and bona fide efforts to coordinate care, so long as those efforts do not result 
in the accumulation of market power.”164 Director Feinstein cited economic research showing that 
higher concentration in hospital markets leads to significantly higher prices, noting price increases as 
high as 40% as a result of a system acquiring a hospital competitor. 165 The FTC strongly asserts 
that, as a market-based system, U.S. health care markets must be competitive for the players to innovate 
and implement new reforms. Martin S. Gaynor, director of the FTC’s bureau of economics, asserted 
that “enforcing the United States antitrust laws will not conflict with the goals of the Affordable 
Care Act. The goal of the antitrust laws is entirely consistent with the [ACA]’s objective to foster 
new and innovative forms of health care delivery.”166 “Hospitals that face less competition charge 
substantially higher prices,” asserted Gaynor, with price increases “as high as 40 percent to 50 
percent.”167 FTC Commissioner Julie Brill emphasized achieving efficiencies through initiatives 
other than mergers: “[t]he ACA requires providers to create entities that coordinate the provision 
of patient care services. The ACA neither requires nor encourages providers to merge or otherwise 
consolidate. ACOs may be formed through contractual arrangements that are well short of a 
merger, such as a joint venture.”168 

The FTC has specifically targeted hospital mergers in its efforts to halt transactions that it 
believes will undermine clinical quality or push prices higher, focusing on situations where the 
number of providers decreases from 4-to-3, 3-to-2, and 2-to-1.169 While some financially distressed 
hospitals or other health care institutions will assert a “failing firm” defense to antitrust scrutiny, 
the FTC’s Merger Guidelines establish an extremely arduous standard for this defense: 

(a) the company is unable to meet its obligations as they come due;  
(b) the company would not be able to organize successfully in bankruptcy; and  
(c) the company has made unsuccessful good-faith efforts to elicit reasonable 

alternative offers that would keep its assets in the relevant market and pose 
a less severe danger to competition than does the proposed merger.170 

                                                 
163 Feinstein, supra note 144, at 4-6. 
164 Id. 
165 Id. at 6; see Martin Gaynor, Competition Policy in Health Care Markets: Navigating the Enforcement and 

Policy Maze, 33 HEALTH AFF. 1088, 1089 (2014) (“Hospital mergers that create a dominant system can lead to very 
large price increases, even as high as 40–50 percent”).  

166 Martin Gaynor, Letter to the Editor, Health Law and Antitrust, N.Y. TIMES, Feb. 18, 2014), at A22. 
167 Pear et al., supra note 109. 
168 Brill, supra note 98 (emphasis in original).  
169 See, e.g., FTC v. Phoebe Putney Health Sys., 568 U.S. 216, 216 (2013) (challenged transaction reduced 

number of county’s hospitals from 2 to 1); ProMedica Health Sys. v. FTC, 749 F.3d 559, 561 (6th Cir. 2014), cert. 
denied 135 S.Ct. 2049 (2015) (challenging a merger of two of the county’s four hospitals); Press Release, Fed. Trade 
Comm’n, FTC and Pennsylvania Attorney General Challenge Reading Health Systems Proposed Acquisition of 
Surgical Institute of Reading (Nov. 16, 2012) (announcing challenge to proposed merger of area’s only two hospitals); 
see also Competition in the Health Care Marketplace, FED. TRADE COMM’N, https://www.ftc.gov/tips-
advice/competition-guidance/industry-guidance/health-care [https://perma.cc/V4HT-S4MK] (last visited Sept. 12, 
2017) (FTC describing its role as stymying hospitals’ anticompetitive conduct in order to protect consumers and 
improve health care quality). 

170 U.S. DEP’T OF JUSTICE & FED. TRADE COMM’N, HORIZONTAL MERGER GUIDELINES 32 (2010).   
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Parties have also claimed a “flailing firm” defense to antitrust scrutiny in an effort to 
minimize the competitive significance of a merger target, asserting that the target’s weakened 
financial condition makes its market share misleading.171 In its successful challenge to ProMedica 
Health System’s acquisition of rival St. Luke’s Hospital, the FTC cast aside the “flailing firm” 
defense as the “Hail-Mary pass of presumptively doomed mergers.”172 Because the FTC only takes 
poor financial health into account in extremely rare instances, parties to health care mergers must 
seek to overcome FTC scrutiny by showing the procompetitive effects of the transaction, including 
improved efficiencies and patient care. 

Meanwhile, in reviewing provider collaborations and ACOs, the FTC poses certain 
threshold questions:  

(1) Does the proposed arrangement offer the potential for pro-consumer cost 
savings or quality improvements in the provision of health care services?  

(2) Is there bona fide integration or is this simply a mechanism to enhance 
leverage with payors through joint negotiation?  

(3) Even if there is bona fide integration, are any agreements among ACO 
participants regarding their business terms with health care insurers 
reasonably necessary to achieve the benefits of the collaboration? If so, 
these kinds of agreements may still be viewed as improper price fixing.173 

The FTC has advised that it will evaluate these arrangements under a rule of reason 
standard, balancing whether the collaboration will likely benefit or harm competition and 
consumers.174 Specifically, the FTC evaluates whether its clinical integration standards will be 
met, evidencing that the arrangement will likely improve quality of care and reduce costs.175 
However, the FTC has indicated that certain conduct raises concerns, particularly for ACOs with 
high market share, including: 

(a) preventing payors from directing patients to certain providers;  

(b) tying sales of the ACO’s services to the private payor’s purchase of other 
services from providers outside of the ACO;  

(c) exclusivity requirements that discourage providers from contracting with 
payors outside the ACO; and  

(d) restricting a payor’s ability to provide enrollees with information on cost, 
quality, efficiency, and performance.176 

                                                 
171 See Fed. Trade Comm’n v. Whole Foods Mkt., Inc., 502 F. Supp. 2d 1, 49 (D.D.C. 2007), overruled by 

Fed. Trade Comm’n v. Whole Foods Mkt., Inc., 548 F.3d 1028 (D.C. Cir. 2008) (defendants contending that the 
challenged merge would not be anticompetitive due to the firm being a weakened or “flailing” company); Fed. Trade 
Comm’n v. Tenet Healthcare Corp., 17 F. Supp. 2d 937, 947 (E.D. Mo. 1998) (“Defendants denominate DRMC a 
‘flailing firm,’ presumably to distinguish their claimed defense from the ‘failing firm’ defense, which they concede 
does not apply in this case.”). 

172 ProMedica, 749 F.3d at 572.  
173 Feinstein, supra note 144, at 4. 
174 Id. at 4-5. 
175 Id. 
176 Id. at 5. 
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A. RETROSPECTIVE ANTITRUST REVIEWS EMBOLDEN THE FTC IN HEALTH CARE 

Traditionally, the FTC investigated transactions prior to consummation under the HSR’s 
premerger notification requirements, with transactions below the HSR thresholds attracting 
minimal FTC scrutiny. However, a succession of unsuccessful hospital merger challenges 
prompted the FTC to initiate its Hospital Merger Retrospectives Project in 2002, analyzing 
consummated hospital mergers for post-merger price increases.177 In the first merger contested 
following the Project, the FTC prevailed in its challenge of Evanston Northwestern Healthcare 
Corporation’s 2000 acquisition of Highland Park Hospital, ultimately requiring the hospitals to 
remedy the potentially reduced competition by maintaining separate negotiating teams for 
contracting with health plans.178 Since then, the FTC racked up wins in hospital merger challenges 
in FTC v. Evanston (2008),179 FTC v. Inova (2008),180 FTC v. OSF Rockford (2012),181 FTC v. 
Reading (2012),182 FTC v. Phoebe Putney (2013),183 FTC v. ProMedica (2014),184 and FTC v. St. 
Luke’s (2015),185 with many of those wins coming on a retrospective basis.186 One of the reasons 
the FTC may be turning its focus back to retrospective reviews is that they allow the FTC to rely 
on actual, as opposed to hypothetical, facts. The standard for pre- and post-merger challenges is 
the same—a merger that substantially lessens competition or tends to create a monopoly violates 
the Clayton Act.187 For a retrospective review, however, the FTC has the benefit of hindsight, with 
actual facts with which to make its case, that the anticompetitive effects of transactions outweigh 
their pro-consumer benefits, comparing realization of claimed efficiencies to potential 
anticompetitive effects like price increases or wielding increased bargaining leverage. As such, 
there may be evidence of an increase in pricing or enhanced bargaining power with insurers that 
the FTC can point to as actual anticompetitive harm.  

While the ACA envisioned consolidation among health care providers, consolidation of 
the top five health insurance companies appears to have been an unintended consequence of the 
ACA, albeit one that may persist if the Trump administration is perceived to be more favorably 
disposed to it. Antitrust enforcement authorities recently quashed two massive health insurance 
mergers worth a combined $82 billion that would have recast the landscape for health insurance.188  

                                                 
177 FED. TRADE COMM’N, BUILDING ON A STRONG FOUNDATION: THE FTC YEAR IN REVIEW (Apr. 2002). 
178 In re Evanston Nw. Healthcare Corp. & ENH Medical Group, Inc., F.T.C No. 9315 (Aug. 6, 2007), 2007 

WL 2286195. 
179 Id. 
180 In re Inova Health Sys. Found. & Prince William Health Sys., Inc., F.T.C. No. 9326 (June 17, 2008), 2008 

WL 2556051 (order dismissing complaint). 
181 Fed. Trade Comm’n v. OSF Healthcare Sys. & Rockford Health Sys., 852 F.Supp.2d 1069 (N.D. Ill. 

2012). 
182 In re Reading Health Sys. & Surgical Inst. of Reading, F.T.C. No. 9353 (Dec. 7, 2012) (order dismissing 

complaint). 
183 Fed. Trade Comm’n v. Phoebe Putney Health Sys., Inc., 568 U.S. 216 (2013). 
184 ProMedica Health Sys., Inc. v. Fed. Trade Comm’n, 749 F.3d 559 (6th Cir. 2014). 
185 Saint Alphonsus Med. Ctr.-Nampa Inc. v. St. Luke’s Health Sys., Ltd., 778 F.3d 775 (9th Cir. 2015). 
186 The FTC is on a health care winning streak of late, racking up wins in hospital merger challenges. 
187 15 U.S.C. § 18 (1996). 
188 Anna Wilde Mathews & Brent Kendall, Antitrust Rulings Put Chill on Health-Insurance Mergers, WALL 

STREET J. (Feb. 14, 2017), https://www.wsj.com/articles/cigna-calls-off-merger-with-anthem-1487104016. 
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B. CAN EFFICIENCIES OFFSET ANTICOMPETITIVE EFFECTS? THE ST. LUKE’S CASE 

In fall of 2012, St. Luke’s Health System entered into a purchase agreement to acquire 
Saltzer Medical Group for $28 million.189 The transaction represented a vertical integration of the 
largest health care system in Boise, Idaho with the largest independent physician group in the state, 
with the parties citing the ACA’s mandate to consolidate and the need for health care integration 
as justifications for this consolidation.190 In January 2014, U.S. District Court Chief Judge B. Lynn 
Winmill acknowledged that St. Luke’s sought to achieve improved care for patients with the 
transaction,191 but nonetheless agreed with the FTC that the merger violated the Clayton Act and 
ordered St. Luke’s to divest itself of Saltzer,192 determining that the merger would have significant 
anticompetitive effects by giving St. Luke’s the ability to force higher reimbursement rates on 
insurance companies.193 

On appeal, in February of 2015, the Ninth Circuit affirmed the trial court’s ruling.194  
Perhaps most significantly, the Ninth Circuit questioned whether post-merger efficiencies 

could sufficiently offset evidence of anticompetitive effects.195 Although skeptical of the concept 
of a merger efficiencies defense, the Ninth Circuit asserted it must include “merger-specific” 
efficiencies unattainable without the merger and attendant loss of a competitor, and that 
anticompetitive effects must be offset by “extraordinary efficiencies,”196 with the merger 
efficiencies defense “clearly demonstrat[ing]” enhanced competition, with efficiencies that are not 
merely theoretical.197 St. Luke’s Health System provided substantial support for the merger driving 
improved care and more service to underinsured and underserved patients, but the Ninth Circuit 
determined these benefits insufficient compared to the potential anticompetitive effects.198 While 
not an outright rejection of the ACA as a justification for consolidation, the Ninth Circuit found 
no ACA defense for otherwise anticompetitive transactions.199  

The Ninth Circuit essentially sided with public proclamations from FTC officials following 
passage of the ACA: Director Feinstein has stated that a merger goal to “get increased leverage” 
in negotiations with health insurance companies and employers is  

. . . basically just saying, ‘We want a price increase.’ Even if the price increase is 
motivated by a desire to invest more in the business, that’s problematic. That 
incentive to invest may not be there if you don’t have competition as a spur to 
innovation—if you’re not worried about losing business to the hospital down the 
street.200  

                                                 
189 See Saint Alphonsus, 778 F.3d at 781-82. 
190 Id.; Brief of Appellants at 9-10, Saint Alphonsus Med. Ctr. v. St. Luke’s Health Sys., 778 F.3d 775, 781-
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Accordingly, notwithstanding the ACA’s mandate for provider consolidation, companies 
facing strong opposition in concentrated markets cannot rely upon the need for health care 
integration, a higher level of coordinated care, and other merger efficiencies to offset 
anticompetitive concerns.  

C. PENN STATE HERSHEY MEDICAL CENTER AND PINNACLEHEALTH – AN OBAMACARE 
DEFENSE TO ANTITRUST ENFORCEMENT? 

In numerous speeches, articles, and white papers, FTC representatives maintain a 
dismissive posture of requests for mergers that assert that the merger is necessary in response to 
the ACA.201 However, in the FTC’s challenge of the merger between Penn State Hershey Medical 
Center and PinnacleHealth System, it received a lecture from the trial court in a May 2016 ruling: 

After a thorough consideration of the equities in play, we find that the majority of 
these factors weigh in the public interest. The patients of Hershey and Pinnacle 
stand to gain much from a combined entity that is capable of competing with a 
variety of other merged and already growing hospital systems in the region. This 
decision further recognizes a growing need for all those involved to adapt to an 
evolving landscape of healthcare that includes, among other changes, the institution 
of the Affordable Care Act, fluctuations in Medicare and Medicaid reimbursement, 
and the adoption of risk-based contracting. Our determination reflects the 
healthcare world as it is, and not as the FTC wishes it to be.202  

The court went on to call out the discordant priorities among different elements of the 
federal government, noting that, 

[w]e find it no small irony that the same federal government under which the FTC 
operates has created a climate that virtually compels institutions to seek alliances 
such as the Hospitals intend here. Like the corner store, the community medical 
center is a charming but increasingly antiquated concept. It is better for the people 
they treat that such hospitals unite and survive rather than remain divided and 
wither.203  

Although the Court of Appeals found fault with the definition of the applicable market and 
overturned the trial court’s ruling in Penn State Hershey Medical Center-PinnacleHealth 
System,204 the concept of an “Obamacare defense” to antitrust enforcement, while not accepted by 
the FTC, remains a heated topic in antitrust circles.  

D. THE TRUMP ADMINISTRATION: EARLY INDICATIONS ON ANTITRUST ENFORCEMENT 

In light of St. Luke’s and its progeny, the new administration should consider giving greater 
weight to the efficiencies derived from a transaction, allowing them to offset its likely 

                                                 
201 See, e.g., id.; Julie Brill, Comm’r, FTC, Keynote Address at the 2014 Hal White Antitrust Conference: 

Competition in Health Care Markets (June 9, 2014) (“ACA neither requires nor encourages providers to merge or 
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anticompetitive effects with a more attainable burden of proof standard. Notably, both the Merger 
Guidelines and speeches and articles from FTC officials posit that the potential adverse effect on 
competition of a merger can be counteracted by the efficiency effects of a merger.205 Nonetheless, 
the FTC also proclaims in its court filings that “no court has ever found, without being reversed, 
that efficiencies rescue an otherwise illegal transaction.”206 Particularly in light of St. Luke’s, 
absent some new direction from the Trump administration207 leading to a change in the FTC’s 
approach, or new case law, hospitals must consider whether parties will receive “credit” for merger 
efficiencies like enhanced quality in offsetting potential anticompetitive effects. Indeed, the Court 
of Appeals in the aforementioned Penn State Hershey Medical Center-PinnacleHealth System case 
brutally rebuked the argument that health care mergers can be justified by resulting efficiencies, 
opining that “we are skeptical that such an efficiencies defense even exists.”208 Maureen 
Ohlhausen, Acting FTC Chair, has repeatedly gone on record as supporting aggressive 
enforcement in health care, advocating for a “flexible and fact-intensive approach” to scrutinize 
potential competition concerns in the industry.209 

E. NAVIGATING HEALTH CARE ANTITRUST CONSIDERATIONS: PRACTICAL CONSIDERATIONS IN 
AN UNCERTAIN CLIMATE 

Given the recent flurry of FTC enforcement in the health care arena, regardless of the size 
of the transaction, all health care transactions should proceed with caution. Providers considering 
consolidation should review the FTC’s and DOJ’s Statement of Antitrust Enforcement Policy 
regarding ACOs as well as the FTC’s Horizontal Merger Guidelines for guidance on how to 
structure deals that avoid antitrust scrutiny. In terms of potential change resulting from the new 
administration, in the absence of specific directives, market participants should assume a high level 
of continuity in enforcement protocols. 

Instead of a traditional merger, providers should be creative and structure different 
alliances, such as nonexclusive joint ventures, clinical affiliations, management agreements, 
partnerships, and other cooperative arrangements that do not result in formal consolidation. 
Although these types of transactions are not per se exempt, they may be less likely to raise red 
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flags from the FTC and other federal regulators who currently appear to be more interested in 
contesting more traditional consolidations. That said, as described above, health care companies 
should be cautious about any type of combination or collaboration, as all such transactions are 
subject to scrutiny by federal antitrust regulators. 

If the transaction has to be a merger for business reasons, the FTC looks for significant 
anticompetitive effects on the relevant market. Deals that will result in the merged provider 
assuming a large market share are the most obvious targets. Conversely, transactions that produce 
procompetitive efficiencies like lower costs to patients, new services, and improved quality of care 
are less likely to attract FTC attention, but only if demonstrable and not otherwise achievable. 

As St. Luke’s demonstrates, it is extremely important to ensure that anticipated efficiencies 
are merger-specific, concrete, and verifiable. This means that consolidating parties must maintain 
clear records to support projected improved efficiencies and patient care. To potentially head off 
divestiture as a possible remedy, parties should also strive to confirm and document that they 
cannot survive independently post-merger. To ensure proper recordkeeping and hopefully avoid 
the pitfalls of unfavorable documents, companies should consider implementing antitrust training 
for relevant employees and consultants involved in the transaction as soon as a potential 
combination is even being considered. Auditing for compliance of antitrust procedures is also 
recommended. St. Luke’s teaches, however, that even with robust documentation, projected 
efficiencies may not be enough. 

Providers should also consider proactively reporting proposed transactions to the FTC even 
when not required to do so. While at first this may seem counterintuitive, allowing the FTC to 
weigh in early in the process ultimately may produce better results. Granting the FTC some 
concessions on the front end to a later challenge is often more palatable than incurring the legal 
fees and costs of a prolonged investigation or, in the worst-case scenario, eventual divestiture. 

IV. IMPORTANT HEALTH CARE REGULATORY RESTRICTIONS MUST BE 
RELAXED TO ACCOMPLISH EFFICIENCIES: STARK/ANTI-KICKBACK 
CONSIDERATIONS 

When considering integrated provider relationships, one of the most difficult aspects may 
also be the most critical—structuring in a way that (1) complies with federal fraud and abuse and 
physician self-referral laws, and (2) will not invite undue regulatory scrutiny. The ACA has in 
many ways added to the complexity of compliance and has even created some misconception that 
the Stark Law,210 Anti-Kickback Statute,211 and other fraud and abuse laws don’t apply to ACOs. 
Instead, the ACA only provides for certain limited waivers from those restrictions, available only 
for those ACOs participating in the Medicare ACO program formally known as the “Medicare 
Shared Savings Program.” These waivers are not available to organizations simply fashioning 
themselves after ACOs but not formally participating in the Medicare ACO program.212 Whether 
the arrangement is a Medicare ACO or otherwise, it remains critical for providers to appropriately 
structure their relationships to avoid liability. 
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referral law and the Federal anti-kickback statute). 
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A. STATE FRAUD AND ABUSE CONSIDERATIONS 

Providers must also continue to structure their joint ventures and other activities in 
accordance with state fraud and abuse laws. The wide variation in the existence and scope of these 
laws from state to state can be particularly challenging for providers operating in more than one 
state. For example, many states have Stark-like physician self-referral prohibitions, but with 
exceptions that may not be as broad as those available under Stark.213 Similarly, some states have 
anti-kickback prohibitions that are based on federal law, but do not have the same safe harbor 
exceptions.214 Moreover, the ACO waivers described above apply only to federal fraud and abuse 
laws, but do not exempt organizations from compliance with state laws. As a result, it is imperative 
that parties analyze each new relationship under applicable federal and state laws and tailored the 
relationship appropriately.  

B. THE PHYSICIAN SELF-REFERRAL PROHIBITION (THE “STARK LAW”) 

The Stark Law generally prohibits a physician from referring a patient for certain 
designated health services (“DHSs”) payable by Medicare to an entity with which the physician 
has a financial relationship, unless the referral falls within one of several specifically enumerated 
exceptions.215 In addition to prohibiting certain referrals, the Stark Law prohibits the entity 
receiving a prohibited referral from billing or collecting for DHSs performed pursuant to the 
referral.216 A “financial relationship” under the Stark Law includes direct and indirect ownership 
or investment interests and direct or indirect compensation arrangements between a referring 
physician and the entity providing a DHS.217 

Take a couple of examples: a physician group that wishes to invest in ancillary products or 
services, such as health care information technology, or a group of orthopedic surgeons that also 
owns an equity interest in a joint venture providing magnetic resonance imaging (“MRI”) using a 
high-end MRI machine. Could the ownership of the technology services venture or the MRI 
venture prompt the physicians to require more use of IT services, or MRI tests, all of which would 
be referred to their own IT services or MRI-owning joint ventures?  

In each case, the physicians form a companion joint venture, with investment partners 
providing some of the necessary equity capital. Because the physician investors for the joint 
venture entity would have ownership interests in the joint venture entity, the physicians have Stark-
implicated “financial relationships” which would prohibit the physicians from referring patients to 
the joint venture entity for DHS payable by Medicare unless an exception applies. Similarly, even 
the non-owner physicians would likely have a financial relationship with the joint venture entity 
given they would be compensated for the services rendered. Accordingly, the parties must consider 
Stark exceptions that are applicable to both investment interests and compensation 
arrangements.218 Below are summaries of two exceptions that could be applicable, depending on 
the final structure and operational logistics of the joint venture entity. 

1. Physician Services 

                                                 
213 See, e.g., N.Y. Public Health Law § 238-a (McKinney 2012). 
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The physician services exception permits physicians to self-refer for services personally 
performed by the physician him or herself, or a member of his or her group practice (as defined by 
the Stark regulations at 42 CFR § 411.351), or under the supervision of the physician or a member 
of his/her group practice.219 In short, if the physician is the one actually performing the DHS, then 
it may be excepted from Stark’s prohibition on self-referral.  

2. In-Office Ancillary Services.  

The in-office ancillary services exception is a very complicated and technical exception 
that will turn on the specifics of the arrangement (i.e., including down to granular details like 
whether there are shared walls, how many hours each office operates each week, etc.).220 
Accordingly, this article provides only a high level, generalized explanation of the in-office 
ancillary services exception.  

The in-office ancillary services exception permits a physician to self-refer for certain DHSs 
rendered by the physician, a member of his/her group practice, or an individual directly supervised 
by the physician, in either the same building as the physician’s office, or a specific centralized 
building, all defined terms under 42 CFR § 411.351, that are billed for by the physician or his/her 
group practice, and not by a separate provider or entity, such as the joint venture entity.221 
Moreover, there are specific restrictions on the types of DHS eligible for exception from the Stark 
Law prohibition under the in-office ancillary services exception, as well as patient notice and 
disclosure obligations on the physicians utilizing this exception.222  

Lastly, many states, such as Colorado, have a state self-referral prohibition as well, which 
excepts any arrangement that is excepted under the federal Stark Law.223 However, the Colorado 
self-referral prohibition provides that if a self-referral is prohibited under the Colorado statute, the 
provider is prohibited from billing the state or any other person for the service.224 This is significant 
because the federal Stark Law only prohibits DHS self-referrals where payable by Medicare225 (or 
per recent case law, Medicaid as well)226 but the Colorado statute prohibits the parties from billing 
any individual or payor for a prohibited referral.227 This means that the parties cannot simply not 
bill Medicare or Medicaid to achieve compliance with the Stark Law as such practice would still 
run afoul of the Colorado statute.  

C. FEDERAL ANTI-KICKBACK STATUTE 

Often seen as related to Stark, but broader in scope, the federal Anti-Kickback Statute 
prohibits the knowing and willful offer, payment, solicitation, or receipt of any form of 
remuneration in return for, or with the purpose to induce, the referral of Medicare, Medicaid, or 
other federal health care program patients, or the order of items or services that are covered by 
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225 Medicare Program; Physician’s Referrals to Health Care Entities with Which They Have Financial 

Relationships (Phase III), 72 Fed. Reg. 51,012, 51,098 (Sept. 5, 2007) (to be codified at 42 C.F.R. pts. 411 and 424). 
226 See U.S. ex rel. Parikh v. Citizens Med. Ctr., 977 F. Supp. 2d 645, 665-66 (D.C. Tex. 2013). 
227 § 25.5-4-414(3). 
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Medicare, Medicaid or other federal health care programs.228 The Anti-Kickback Statute is a 
criminal fraud statute, and a successful prosecution of the statute requires that the government 
prove the “intent” to engage in fraudulent kickback schemes.229 The statute thus is used sparingly 
to break up health care transactions. Nevertheless, the Anti-Kickback Statute is a broad statute on 
its face and cases interpreting the statute have maintained its breadth.230 For example, courts have 
found that remuneration can be considered “illegal” even when it is given in exchange for services 
or other valid consideration and does not meet the traditional elements of a kickback or bribe, if 
even “one purpose” of the remuneration is to induce referrals.231 Similarly, many state laws 
prohibit the solicitation, payment or receipt of remuneration in return for, or to induce, the referral 
of patients to private as well as government programs in violation of these statutes.232  

Consider a couple of examples: a supplier of durable medical equipment (“DME”) who 
provides commissions to physicians for each placement of their DME with one of the physicians’ 
patients. There are several Advisory Opinions issued by the Office of the Inspector General of the 
U.S. Department of Health and Human Services (“OIG”) in which the OIG expresses concern 
about this practice as potentially abusive, as the OIG believes that dollars paid for successful 
marketing can lead to overutilization of health care items, and may increase program costs.233 Of 
course, the analysis is highly fact specific. On a different set of facts, the risk of overutilization 
may be mitigated to an extent if only physicians make the final decision with their patients on use 
of the DME products, and no volume based compensation or benefits apply to the physicians and 
patients.234 

There are statutory Stark “exceptions”235 and Anti-Kickback Statute regulatory “safe 
harbors”236 that identify specific types of transactions and relationships that do not violate the Stark 
statute and the Anti-Kickback Statute. The OIG has established Stark exceptions and Anti-
Kickback Statute safe harbors for many common arrangements, including those described below.  

To provide motivation for performance, physician compensation may vary significantly 
with physician and overall practice productivity. This kind of compensation arrangement is 
covered by 42 CFR §411.352, and is more specifically considered a “productivity bonus or profit 
share” as described in the Stark statute regulations at 42 CFR §411.352(i).237 This productivity 
bonus and profit share arrangement is commonly known as the “Group Practice” exception.  

                                                 
228 42 U.S.C §1320a-7b (b) (2012). 
229 See U.S. Dep’t of Health & Human Servs., Office of Inspector Gen., OIG Advisory Opinion No. 13-18 

(Nov. 27, 2013). 
230 U.S. ex rel. Bartlett v. Ashcroft, 39 F. Supp. 3d 656, 676 (W.D. Pa. 2014). 
231 See, e.g., United States v. Greber, 760 F.2d 68, 72 (3d Cir. 1985) (holding payments intended to induce 

referral constitutes Medicare fraud even if the payments were also for compensation of professional services). 
232 See, e.g., OHIO REV. CODE ANN. §2913.40 (C) (2) (LexisNexis. 2014). 
233 See, e.g., U.S. Dep’t of Health & Human Servs., Office of Inspector Gen., OIG Advisory Opinion No. 11-

08 (June 21, 2011). 
234 See United States v. Robinson, No. 11-20645, 2013 WL 57901 (5th Cir. Jan. 4, 2013); Med. Dev. Network 

v. Prof. Respiratory Care, 673 So. 2d 565 (Fla. Dist. Ct. App. 1996); U.S. Dep’t of Health & Human Serv., Office of 
Inspector Gen., OIG Advisory Opinion No. 10-14 (Sept. 8, 2010) (explaining that determination of applicability of 
safe harbor to certain arrangement must be made by examining totality of facts and circumstances); U.S. Dep’t of 
Health & Human Servs., Office of Inspector Gen., OIG Advisory Opinion No. 98-1 (Mar. 25, 1998) (explaining one 
regulatory safe harbor protects certain arrangements if the contracts do not determine compensation based on volume 
or value of any referrals). 

235 See 42 U.S.C. § 1395nn (2015). 
236 See 42 C.F.R. § 1001.952 (2017). 
237 42 C.F.R. § 411.352 (2015). 
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The Group Practice exception essentially pulls the compensation arrangement of a 
qualifying group practice out of the definition of a prohibited compensation relationship under 
Stark. Under the special rule for productivity bonuses and profit shares: A physician in the group 
practice may be paid a share of overall profits of the group, provided that the share is not 
determined in any manner that is directly related to the volume or value of referrals of DHSs by 
the physician.238 A physician in the group practice may be paid a productivity bonus based on 
services that he or she has personally performed, or services “incident to” such personally 
performed services, or both, provided that the bonus is not determined in any manner that directly 
relates to the volume or value of referrals of DHSs by the physician that are not performed by the 
physician or “incident to” the physician.239 Based upon this regulation and related regulations, 
profit sharing and productivity bonuses (based upon reasonable and verifiable data) are allowable 
within a group practice if the physicians are (i) referring within their own group practice; (ii) paid 
a share of overall profits of the group; or, (iii) paid based upon services personally performed or 
personally supervised under the “incident to” rules.240  

The Anti-Kickback Statute safe harbors also allow physicians to have an ownership 
relationship with an entity to which the physician refers under what is commonly referred to as the 
60%-40% safe harbor.241 In brief, the safe harbor states that a referring physician may have an 
ownership interest in an entity to which the physician refers if: 

(a) Referring physician ownership is limited to 40% of the value of any class 
of investments;  

(b) a referring physician who is a passive investor receives the same investment 
offer as any other passive investor; 

(c) the referring physician’s investment opportunity does not vary based upon 
the volume or value of expected referrals for goods or services; 

(d) there is no actual requirement of referrals; 

(e) the marketing to the referring physician is not part of a cross-referral 
relationship; 

(f) no more than 40% of the income of the owned entity comes from referring 
investors;  

(g) the entity must not loan any funds to the referring physician for the 
investment to take place; and  

(h) the return on investment must be related to the nature of the investment and 
not on the facts associated with referrals.242 

Notably, neither the group practice exception nor the ownership exception address the most 
common integration scenarios: acquisition of the physician group by the hospital system, and 
direct employment of the physicians by the hospital system. The Anti-Kickback Statute contains 
an exception for employed physicians, but severely restricts compensation payable, barring any 

                                                 
238 Id. 
239 Id. 
240 Id. 
241 See 42 C.F.R. § 1001.952(a)(2)(i-viii). 
242 Id. 
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payments that could be construed as tied to the value or volume of referrals from physicians to the 
health care institution. Importantly, not even following the practice of obtaining a fair market value 
opinion on physician compensation inoculates the hospital system from the potential for crushing 
liability in the event that the government disapproves of the physician compensation 
relationship.243 If these regulations seem complicated, that is because they are.  

D. THE PROHIBITION ON CORPORATE PRACTICE OF MEDICINE: A WELL-INTENTIONED 
OBSTACLE TO INTEGRATION 

Consider also the prohibition on the corporate practice of medicine. Generally speaking, 
the corporate practice of medicine doctrine prohibits a corporate entity from practicing medicine 
by employing physicians to provide medical services, effectively preventing corporations from 
owning physician practices or otherwise engaging in medical decision-making. The public policy 
concern underlying the doctrine is that a corporation consisting of at least some ownership of 
individuals not licensed to practice medicine will interfere with or influence a physician’s 
independent medical judgment to the detriment of the patient. The corporate practice of medicine 
doctrine varies by state. 

As a case study, Illinois has a strong corporate practice of medicine prohibition, which 
would preclude a corporate entity from having an ownership interest in a physician practice 
directly. Under the Illinois Medical Practice, “[n]o person shall practice medicine . . . without a 
valid, existing license to do so . . . .”244 Illinois courts have “long held that ‘the employment of 
physicians by corporations is illegal because the acts of the physicians are attributable to the 
corporate employer, which cannot obtain a medical license.’”245 Exceptions to Illinois’s corporate 
practice of medicine prohibition are limited, and none apply here. As with all other states with a 
corporate practice of medicine prohibition, Illinois law allows licensed physicians to form 
professional corporations, professional associations and limited liability companies, and employ 
physicians to practice medicine through those corporate entities.246 Also, hospitals can employ 
physicians to practice medicine if certain requirements are met.247 

Although a corporate entity could not have an ownership interest in a physician practice, it 
could have an ownership interest in (or wholly own) an entity providing ancillary or management 
services as long as no services provided through that entity are considered the “practice of 
medicine.” In Illinois, the practice of medicine occurs where an individual: 

(i) holds himself or herself out to the public as being engaged in the diagnosis 
or treatment of physical or mental ailments or conditions including, but not 
limited to, deformities, diseases, disorders, or injuries of human beings; 

(ii) suggests, recommends or prescribes any form of treatment for the palliation, 
relief or cure of any physical or mental ailment or condition of any person 

                                                 
243 See, e.g., United States ex rel. Drakeford v. Tuomey, 792 F.3d 364, 372 (4th Cir. 2015) (government 

intervened in qui tam action against health care provider for submitting false claims respecting physician 
reimbursement). 

244 225 ILL. COMP. STAT. 60/3 (2017). 
245 See Carter-Shields v. Alton Health Inst., 777 N.E.2d 948, 956 (Ill. 2002) (quoting Berlin v. Sarah Bush 

Lincoln Health Ctr., 688 N.E.2d 106 (Ill. 1997)). 
246See 805 ILL. COMP. STAT. 10/1-10/19 (2017); 805 ILL. COMP. STAT. 15/1-15/18 (2017); 805 ILL. COMP. 

STAT. 180/1-1-180/1-65 (2017). 
247 See 210 ILL. COMP. STAT. 85/10.8 (2017). 
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with the intention of receiving, either directly or indirectly, any fee, gift, or 
compensation whatever;  

(iii) diagnoses or attempts to diagnose, operates upon, professes to heal, 
prescribes for, or otherwise treats any ailment or condition, or supposed 
ailment or condition, of another;  

(iv) maintains an office for examination or treatment of persons afflicted, or 
alleged or supposed to be afflicted, by any ailment or condition;  

(v) manipulates or adjusts osseous or articular structures; or  

(vi) attaches the title Doctor, Physician, Surgeon, M.D., D.O. or D.C. or any 
other word or abbreviation to his or her name indicating that he or she is 
engaged in the treatment of human ailments or conditions as a business.248 
For example, absent the corporate practice of medicine doctrine, a 
corporation could own a series of dentistry practices, and might place undue 
pressure on dentists to push more lucrative procedures and features. Under 
the Illinois case study above, the corporate entity could own a dental 
practice management company, but not the practice itself.249 

To avoid running afoul of the corporate practice of medicine doctrine while still seeking to 
achieve the coordination benefits and economies of scale of integrated systems, health care 
companies commonly form management services organizations that own the non-medical assets 
and provide management services to the physician group. The management agreement pursuant to 
which the management services organization leases assets and provides services to the physician 
group must be carefully structured to avoid triggering other health care legal restrictions, such as 
Stark and Anti-Kickback. For example, even paying the management services organization for 
marketing services on behalf of the physician group can be construed as paying for patient 
referrals. Should the physicians themselves have an ownership stake in the management services 
organization, scrutiny becomes even more stringent given the management fee will be shared with 
referring physicians, with an independent third party valuation being the best practice for 
defending against potential allegations of the management services organization overpaying in 
return for patient referrals. However, even a strong valuation report does not shift the burden of 
proof to regulators; at best serving only as one persuasive fact. Per recent case law, a valuation 
report that fails to take into account the stringent requirements of the Stark Law, including 
appropriate use of valuation methodologies, offers even less comfort.250 Accordingly, companies 
implementing the management services organization walk a tightrope in attempting to comply with 
the corporate practice of medicine doctrine and Stark, with a management agreement relationship 
that by law can be no more favorable than fully arm’s length terms. The resulting web of corporate 
entities and arm’s length agreements fall far short of a fully integrated network. The corporate 
practice of medicine doctrine, while well-intentioned and designed to address legitimate concerns, 
adds complexity and prevents the benefits of fully integrated networks. 

Considering the potential for crushing liability under the Stark Law, the Anti-Kickback 
Statute, corporate practice of medicine restrictions, and other health care regulatory constraints, 
health care innovators cannot navigate the collective regulatory maze without regulatory counsel 
                                                 

248 See 225 ILL. COMP. STAT. 60/49 (2017).  
249 See id.; Carter-Shields, 777 N.E.2d at 956. 
250 See Drakeford, 792 F.3d at 377. 
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and extremely careful advance structuring, and risk management in implementation – and even 
then face extreme peril of unfavorable findings on strict interpretations, with potential criminal 
sanctions. 

E. WAIVERS AND PILOT PROGRAMS: LIMITED AVENUES FOR REFORM  

On October 29, 2015, in an effort to fulfill the ACA’s “Triple Aim”, CMS issued a final 
rule for waivers of fraud and abuse laws for the shared savings program.251 CMS acknowledged 
that participating in the shared savings program would require providers to integrate in ways that 
would normally implicate fraud and abuse laws, such as the prohibitions on physician self-
referrals, kickbacks, and beneficiary inducements.252 To address these concerns, CMS created five 
fraud and abuse waivers: (1) an ACO pre-participation waiver, (2) an ACO participation waiver, 
(3) a shared savings distribution waiver, (4) a compliance with Stark Law waiver, and (5) a patient 
incentive waiver.253 These waivers provide protections for ACOs from the applicability of fraud 
and abuse laws, but the waivers apply only to ACOs that meet the requirements under the CMS 
shared savings program, such as entering into a participation agreement with CMS with a 
minimum duration of three years.254 Therefore, only rigid, specific types of health care delivery 
models may partake in these waivers. 

CMS has also created a variety of waivers for pilot programs that experiment with payment 
reforms such as bundling payment for an overall procedure into a single payment, instead of paying 
for each part under the fee-for-service model.255 CMS offers waivers to providers who participate 
in certain bundling pilot projects—including the joint replacement model, the complete end stage 
renal dialysis care model, and the oncology model—as well as certain recognized innovative 
models, such as recipients of the Health Care Innovation Awards.256 While these types of waivers 
provide some relief for pilot programs and a handful of delivery models that meet certain 
conditions, the waivers do not provide broad relief from fraud and abuse laws, nor do they provide 
broad incentives for providers to integrate to bring down costs. Without these waivers, most 
providers continue to operate under a system that encourages innovation and consolidation while 
simultaneously blocking providers from working together to achieve these goals. 

V. CONCLUSIONS: CAN SUFFICIENT EFFICIENCIES BE ACHIEVED WITHIN THE 
CURRENT HEALTH CARE AND ANTITRUST REGULATORY ENVIRONMENTS? 

In passing the ACA into law in 2010, President Obama and the Democratic Party tackled 
some of the more vexing challenges of the U.S. health care system, and in a classic case of “you 
break it, you bought it,” they have faced punishment at the hands of the voters ever since. When 
any aspect of health care disappoints, from rising premiums, limited choices on the exchanges, 
                                                 

251 Medicare Program; Final Waivers in Connection with the Shared Savings Program, 80 Fed. Reg. 66,726 
(Oct. 29, 2015). 

252 Id. at 66,726.  Notably, the final rule eliminated the waiver to the gainsharing civil monetary penalties 
because it determined that changes to the statutory gainsharing prohibition made a waiver unnecessary.  Previously, 
the statute prohibited hospitals from knowingly paying physicians to reduce or limit services. The statute now prohibits 
hospitals from knowingly incentivizing physicians to reduce or limit only medically necessary care. 

253 Id. at 66,728. 
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255 See Fraud and Abuse Waivers, CTRS. FOR MEDICARE & MEDICAID SERVS., 
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high deductibles, skimpy coverage in plans, and drug prices, fairly or unfairly, the public turns its 
ire on “Obamacare.” Most recently, the Republicans proved too divided to find common ground, 
spectacularly failing to garner enough support from its own members for the GOP’s presidentially-
endorsed health care reform bill. Accordingly, we can anticipate only limited political will for real 
reform, likely leading to continued complexity and conflicting mandates in the system – and a 
continuing need for innovators to navigate extremely treacherous antitrust and regulatory waters 
to wring efficiencies from the swirling maelstrom of U.S. health care. 

We must acknowledge our U.S. health care system and public health pose a national 
challenge demanding new thinking and new approaches at the federal level. 

Are ACOs and integrated care systems an opportunity to drive better patient outcomes at 
lower costs, or are they simply a new version of the HMO with respect where quality and patient 
choice may suffer? If Congress repeals health care regulations like Stark to promote alternatives 
to fee-for-service medicine like ACOs, bundling, and integrated care systems, will alternatives to 
fee-for-service medicine thrive? Or is repeal of the existing regulatory framework a terrible idea, 
as health care regulations exist for good reason, preventing fraud and abuse that results in profits 
driven, overconsumption of care? Accordingly, perhaps we cannot “go cold turkey” and eliminate 
fee-for-service altogether, even if ACOs and bundling hold great promise for driving health care 
delivery with the incentives of providers, payors, and patients finally aligned.  

While some critics push for wholesale repeal of the Stark Law and other health care 
regulations in the name of the compelling need to drive efficiencies in health care,257 consider the 
cautionary tale offered by the repeal of the Glass-Steagall Act258 in 1999.259 Passed in 1933 by 
Congress in response to the stock market crash of 1929 and the ensuing Great Depression, Glass-
Steagall attempted to constrain banks from taking undue risk.260 Fast forward to the heady dot-
com era of the late 1990s, and Treasury Secretary Lawrence Summers and others justified the 
repeal as necessary to “enable American companies to compete in the new economy.”261 
Consummated in the final years of the Clinton administration, the repeal of most of Glass-Steagall 
set the stage for financial meltdown in the last year of the George W. Bush administration, in large 
part due to financial speculation and undue risk taking by the banking industry. In his book Leaders 
Eat Last Simon Sinek captured the palpable sense of regret among financial leadership as they 
reconsidered the repeal of Glass-Steagall with the benefit of hindsight: 

In an interview with Bloomberg Television in 2010, David Komansky, the former 
CEO of Merrill Lynch whom Stanley O’Neal replaced, said that it was a mistake to 
repeal Glass-Steagall. “Unfortunately, I was one of the people who led the charge 
to get Glass-Steagall repealed,” he said. “Of course, when I was running a firm, I 
didn’t want them to strictly enforce [the rules].” Komansky now concedes, “I regret 
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those activities and wish we hadn’t done that.” John Reed, the former co-CEO of 
Citigroup Inc., also said that it was a bad idea to repeal Glass-Steagall.262 

Wholesale repeal of the Stark Law and other health care regulations could unleash creative 
forces and lead to innovation in health care, but it could also lead to a host of unintended 
consequences, particularly if regulatory rollbacks are not accompanied by replacement of the fee-
for-service model with alternative delivery models less susceptible to the siren call of more volume 
equals more profits. Perhaps we can acknowledge the inadequacies of fee-for-service for chronic 
care and end-of-life situations, and bring greater coherence and quality to these delicate and 
immensely costly scenarios through care management263 by implementing targeted waivers of 
health care regulations, enabling adoption of ACOs, and bundling, to accelerate.  

Are mergers, partnerships, and consolidation in the health care industry important tools to 
drive efficiencies, including better patient outcomes at lower costs, or do they pose antitrust and 
other concerns, such as causing quality and patient choice to suffer? Are mergers unnecessary to 
contain costs or can efficiencies be obtained through other means? Specifically, will hospital 
mergers achieve promised efficiencies, with new specialties and treatment modalities being shared 
across multiple hospital locations creating expanded access at less cost – or will the mergers 
eliminate competition and innovation, leading to higher health care costs?  

While sweeping change may be politically and logistically difficult, policymakers should 
target change to bring real help to some of the irrational, unintended harms of the current system, 
such as rural hospitals that can hardly survive, crazy quilts of fragmented entities rendered 
necessary by well-intentioned but onerous health care regulations, and dire need for better 
management of chronic care and end-of-life care. In the meantime, while the country and the health 
care industry desperately need to innovate and find efficiencies, before getting too deep into any 
consolidation, integration, or restructuring effort, innovators trying to cut through the complexity 
must consult with industry consultants, valuation experts, and legal counsel spanning multiple 
specialties and subspecialties to make sure they are on stable ground, sometimes pursuing goals 
and compliance across irreconcilable government imperatives. Enforcement in many of these 
arenas includes criminal sanctions, posing tough choices for innovators when risks extend far 
beyond monetary penalties.  

Similar to restraint required in the health care regulatory realm, we should not declare it 
“open season” for health care mergers in the name of driving efficiencies. Perhaps the antitrust 
laws exist for good reason, and efficiencies can be obtained through other means if mergers are 
deemed harmful to competition. Relaxed rules for health care consolidation should only be allowed 
on a case by case basis, perhaps offering (i) greater credit for efficiencies like quality in 
counterbalancing potential anticompetitive effects, and (ii) leniency for “flailing firms” and 
situations where geographic areas and markets may be left underserved without some logical 
consolidation. These common sense adjustments to current antitrust enforcement merely represent 
regulators acting within their discretion to show “situational awareness,” and could enable 
consolidation curtailing some of the waste and duplication in densely populated areas, while 
allowing necessary partnerships to more efficiently serve rural areas.  

Absent sweeping congressional health care reform, regulators have the discretion to enable 
necessary consolidation, innovation, and efficiency. While both the antitrust and health care 
regulatory arms of the federal government play important roles, protecting competition and 
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defending against fraud and abuse, respectively, these regulators should display increased 
“situational awareness” when presented with health care consolidation and innovation 
transactions. One example: in the fall of 2015, the FTC challenged Cabell Huntington Hospital’s 
acquisition of St. Mary’s Medical Center, located only three miles away in Huntington, West 
Virginia.264 The FTC’s complaint alleged that “in an attempt to avoid a merger challenge the 
merging hospitals have entered into temporary agreements with the Attorney General of West 
Virginia and the largest health plan in the area, but those agreements fall far short of replicating 
the benefits of competition. Also, when these agreements expire, Huntington-area employers and 
residents will be subject to the full harmful effects of a virtual monopoly for hospital services in 
their community.”265 The West Virginia legislature ultimately passed a “certificate of public 
advantage” law, making the merger a state action, after which a disappointed FTC withdrew its 
litigation.266 Rather than litigate, the parties could take the agreements with the Attorney General 
and enhance them, ensuring proper oversight such that proposed mergers drive efficiencies 
benefiting quality and cost of care, rather than driving up costs a few years after closing. 

With proper post-transactional regulatory monitoring for anticompetitive behaviors, fraud 
and abuse, and antitrust actions should allow greater latitude for common sense consolidation and 
innovation. Revolutionary changes will not eliminate the need for markets; going to nationalized 
health care or a single payer that dictates pricing could obviate price and market issues, but remains 
politically unrealistic. 

The FTC, DOJ, and OIG – operate as independent entities, and the FTC has been 
particularly vociferous in declaring that the ACA did not alter its analysis of health care 
consolidation.267 However, numerous precedents exist for U.S. presidents influencing regulatory 
enforcement to achieve policy goals.268 Speaking softly but carrying a big stick, Teddy Roosevelt 
was the original “trust buster”, seeking to halt the “evil” of trusts as monopolies prohibited under 
the Sherman Act, including taking an active role in the Justice Department’s suit against Northern 
Securities.269 The Supreme Court sided with Roosevelt,270 effectively affirming the power of the 
bully pulpit in antitrust matters. Although presidential activism pushing antitrust enforcement may 
have drawn more attention over the years, presidential administrations have also had influence by 
restraining enforcement, including national security taking precedence over competition during 
World War II, and the DOJ taking a careful approach under Presidents Truman and Eisenhower 
with oil companies during the 1950s in light of foreign policy concerns.271 Particularly in light of 
America’s increasing health care spending and poor outcomes, a president just might push federal 
agencies to exhibit more “situational awareness,” allowing for common sense efficiencies driving 
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the “Triple Aim” in our marketplace – provided that they are accompanied by meaningful 
monitoring for anticompetitive behaviors, and fraud and abuse. 
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