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Healthcare Industry Reps Provide Input to 
Federal Regulators on How Best to 
Accommodate ACOs 
BY JAMES F. OWENS, JAMES HOLDEN, LIANNE LABOSSIERE, AND JENNY WANG 

On October 5, 2010, the Center for Medicare and Medicaid Services, the Federal Trade Commission 
and the Department of Health and Human Services jointly hosted a workshop with participants from 
different segments of the healthcare industry to gather opinions from the industry regarding 
integrating hospital and physicians into accountable care organizations (“ACOs”) and related 
implications on antitrust, anti-kickback, Stark and civil monetary penalty laws. 

Antitrust 

With respect to antitrust and clinical integration, there was a general consensus among industry 
representatives that a safe harbor should not prescribe additional requirements beyond existing 
guidelines. This consensus reflected the differing views as to evolving indicia of effective integration – 
there was some debate regarding the treatment of electronic health records, for example. There was 
also a sense that “guidelines” were preferable to “requirements” in order to avoid over-deterrence. 

Most of the industry representatives expressed reservations about the so-called “shared savings” 
integration model, and felt that it was not the best model for ACOs. Industry representatives did agree 
that there should be a standard measure of performance (cost, quality, etc), but that the types of 
performance measures will become more robust as ACOs develop. 

In terms of an antitrust safe harbor for ACOs, the industry representatives agreed that the size of an 
ACO is not a good basis as ACOs and their competitive implications vary widely depending on not just 
size, but also factors such as demographics and the geographic location of the population being 
served. The industry representatives indicated market share may be a better competitive indicator 
than size, but here too the complexities of market power in the ACO context require a case-by-case 
assessment, as opposed to a “per se” antitrust rule. It was also recognized that larger scale ACOs are 
generally able to realize greater economies by leveraging items such as management, governance, 
and infrastructure costs. 

Further, there was a sense that some combination of both exclusivity and non-exclusivity would be the 
best model. Most industry representatives agreed that exclusivity provided substantial benefits 
including access to capital, infrastructure and less confusion for physicians and patients. However, it 
was also noted that requiring exclusivity may work against patients given that hospitals may not be 
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able to commit to exclusivity and variations in quality among different types of services within a 
network. Thus, a combination of exclusivity with regard to primary care providers and non-exclusivity 
in regard to hospitals and specialists allows ACOs to reap the benefits of exclusivity in terms and 
patients to benefits from out-of-network referrals. 

Overall, the industry representatives urged flexibility for ACOs to address patient needs and 
“permission to experiment.” The general view was that the advisory opinion process did not allow for 
rapid guidance and approval in an area where changes occurred quickly; rather, the time and expense 
of seeking advisory opinions, in addition to the fear of FTC investigation, would deter hospitals and 
physicians from creating an ACO. 

Anti-kickback, Stark and Civil Monetary Penalty Laws 

With respect to anti-kickback, Stark and civil monetary penalty laws, the general sentiment expressed 
by industry representatives was that the regulators should use their waiver authority to provide broad 
waivers or exemptions from the physician anti-referral and anti-kickback laws for the development of 
ACOs and the payment of shared savings rather than prescriptive safe harbors or exceptions. The view 
is that waivers would foster innovation, encourage speedy program development, and level the 
playing field for various types of providers. Safe harbors or exceptions, on the other hand, would limit 
flexibility with respect to program structure and chill innovation, and might discourage certain groups 
of providers from developing or participating in ACO programs. 

The same preference for flexibility was expressed with respect to governance and legal structure of 
ACOs in that allowing providers to use existing structures was preferred over having regulations 
dictate the specific form of structure. There was a strong concern that having specific terms with 
respect to governance or legal structure would stifle innovation and increase transaction cost, and 
many felt that the current statutory requirements are sufficient. 

The industry representatives also expressed that the waivers should be broad in scope to cover 
ancillary arrangements that are necessary to facilitate the development of ACOs, such as health IT 
transactions. Since the ACO model is based on a different payment system, the industry 
representatives acknowledged that amendments to the existing fraud and abuse statutes need to be 
made. It was also emphasized that the protection of patient safety and program integrity should 
continue to be the key to any future regulatory changes, while balancing against the risk of overly 
prescriptive regulations causing a chilling effect on innovation. 

Proposed rules relating to ACOs are anticipated to become available this fall. 
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If you have any questions concerning these developing issues, please do not hesitate to contact any of 
the following Paul Hastings lawyers: 

Los Angeles 

James F. Owens  
213-683-6191  
jamesowens@paulhastings.com 

 

San Francisco 

Jenny J. Wang 
415-856-7067  
jennywang@paulhastings.com 

Washington, DC 

James Holden 
202-551-1773  
jamesholden@paulhastings.com 

Tara K. Giunta 
202-551-1791  
taragiunta@paulhastings.com 

Lianne Labossiere 
202-551-1813 
liannelabossiere@paulhastings.com 
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