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to assess their vulnerabilities 
and ensure compliance with 
applicable health care laws and 
regulations.
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The Centers for Medicare & Medicaid Services (“CMS”) estimates that in 2009 it spent over $24 billion 
on improper Medicare payments. (GAO Study on Medicare Fraud, Waste and Abuse, June 15, 2010). 
Given the dollars at stake, as well as the current political and economic climate, it should come as no 
surprise that the Office of Inspector General (“OIG”) and the Department of Justice (“DOJ”) have made 
reducing waste and abuse in federal health care programs a priority. The surge in enforcement activity 
is likely here to stay and health care providers should take steps to assess their vulnerabilities and 
ensure compliance with applicable health care laws and regulations.

According to the FY 2009 Annual Report for the Health Care Fraud and Abuse Control Program, the DOJ 
and the U.S. Department of Health and Human Services (“HHS”) deposited $2.5 billion into the Medicare 
Trust Fund (“Fund”) from fraud recoveries – 29% increase over FY 2008. A breakdown of the fraud 
recoveries into the Fund for FY 2009 includes the following: $1 billion in restitution and compensatory 
damages; $621 million in criminal fines; $482 million in False Claims Act (“FCA”) penalties and multiple 
damages; $360 million in HHS/OIG audit disallowances; and $17 million in civil monetary penalties. 
In just the first six months of FY 2010, the DOJ and HHS are expected to recover $3 billion in audit and 
investigative recoveries. 

For 2010 we may see an even larger increase in recoveries due to the passage of the Fraud and 
Enforcement and Recovery Act of 2009 and the Patient Protection and Affordable Care Act, which, among 
other things, extends the reach of the federal FCA. Given the enforcement climate, now is the perfect 
time for health care providers to assess their vulnerabilities and consider opportunities to respond to 
and effectively manage any potential compliance concerns. Providers should consider assessing the 
effectiveness of their compliance programs, as well as conducting compliance audits of high risk areas 
and developing timely corrective action plans to effectively respond to problem areas. Health care 
providers should also understand how to respond in the event their organization becomes the target of 
a federal compliance investigation. In this regulatory environment, no provider is immune. n



Accountable Care Organizations (“ACOs”) have 
garnered a great deal of attention recently 
as a result of their inclusion in the Patient 

Protection and Affordable Care Act (“PPACA”).  

As health systems, hospitals, and providers 

take preliminary steps towards the formation 

of ACOs, many questions remain as to how to 

structure ACOs in order to fit into our health 

care system’s current regulatory framework. 

For example, the industry is examining how 

the formation and operation of ACOs will be 

impacted by, or impact, physician payment and 

patient referral laws and antitrust laws. 

ACCOUNTABLE CARE ORGANIZATIONS UNDER PPACA
PPACA requires the Secretary of the U.S. 

Department of Health and Human Services 

(“HHS”) to establish a national voluntary 

shared savings program for ACOs by January 

2012. According to the Centers for Medicare 

& Medicaid Services (“CMS”), an ACO is an 

organization of health care providers that 

agrees to be accountable for the quality, cost, 

and overall care of Medicare beneficiaries who 

are enrolled in the traditional fee-for-service 

program and who are assigned to the ACO. 

The primary incentive for providers is the fact 

that ACOs that meet quality and performance 

standards established by CMS will be eligible to 

receive payments for shared savings. 

PPACA provides that participating ACOs will 

be required to meet certain criteria, including:  

(1) having a sufficient number of primary care 

professionals to provide services to at least 

5,000 beneficiaries; (2) the ability to report cost, 

quality, and overall patient care experience 

for Medicare fee-for-service beneficiaries; 

(3) agreeing to enroll in the shared savings 

program for at least three years; and (4) the 

formation of a legal structure for the receipt 

and distribution of payments for shared savings. 

The last requirement, the formation of a legal 

structure, will require careful planning in order 

to minimize the risk for any potential violations 

of the various laws related to patient referrals 

and physician payments and antitrust laws. 
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While media coverage of the Patient Protection 
and Affordable Care Act (“PPACA”) continues 
to focus on high-profile elements of PPACA 
that experts believe will transform our health 
care system, other lesser known provisions 
of PPACA have subtly started to reshape the 
physician self-referral law, otherwise referred 
to as the “Stark Law,” which regulates the 
financial relationships between physicians 
and health care entities that provide certain 
designated health services, including inpatient 
and outpatient hospital services (“DHS”).  

STARK LAW OVERVIEW
The Stark Law prohibits a physician from 
referring patients for the provision of DHS 
to entities with which the physician has a 
“financial relationship,” unless an applicable 
Stark Law exception is met. As a matter of 
course, an entity may not submit a claim or bill 
a federal health care program for DHS rendered 
pursuant to a prohibited referral. Violations 
of the Stark Law can be harsh, ranging from 
monetary fines to exclusion from participation 
in federal health care programs. 

Several of PPACA’s provisions alter the statutory 
framework of the Stark Law, including the 
provisions adopting a new Stark-focused self-
disclosure protocol, imposing limitations on 
physician-owned hospitals and implementing 
new requirements for certain physician-owned 

imaging services. The Centers for Medicare 
& Medicaid Services (“CMS”) has recently 
released its self-disclosure protocol and issued 
final regulations implementing these other 
new requirements. This article provides a brief 

analysis of these changes to the Stark Law. 

STARK LAW SELF-DISCLOSURE PROTOCOL
Section 6409 of PPACA directs the Secretary of 
Health and Human Services (the “Secretary”) 
to develop and implement a new self-referral 
disclosure protocol for health care providers 
to utilize when disclosing actual and potential 
violations of the Stark Law. Recently CMS 
released its self-disclosure protocol on 
September 23, 2010. A detailed summary of the 
self-disclosure protocol is available on the Hall 
Render website at http://www.hallrender.com/
library/articles/693/HLN_09_27_10.html.

LIMITATIONS ON PHYSICIAN-OWNERSHIP OF 
HOSPITALS
Section 6001 of PPACA significantly restricts the 
“whole hospital exception” to the Stark Law that 
allows physicians to refer patients to a hospital 
in which they have an ownership interest if their 
ownership is in the entire hospital facility and 
they are authorized to perform services at the 
hospital. PPACA prohibits future formation of 
physician-owned hospitals and grandfathers 
in existing physician-owned hospitals that have 
a Medicare provider agreement in place on or 

before December 31, 2010. Although existing 
physician-owned hospitals are grandfathered 
in, they will not be allowed to expand unless 
they meet detailed restricted requirements 
(e.g., geographic location, Medicaid payor mix 
percentages, etc.). CMS recently released 
the final regulations implementing these 
limitations and a detailed summary will be 
available at www.hallrender.com.

PHYSICIAN DISCLOSURE REQUIREMENTS FOR 
IMAGING SERVICES
Section 6003 of PPACA amends the Stark 
Law to add a new disclosure requirement for 
physicians relying on the in-office ancillary 
services exception to the Stark Law. The 
exception generally allows a physician to make 
referrals of DHS within the physician’s own 
group practice if the referrals meet certain 
conditions. PPACA provides that a physician 
who refers a patient for specified in-office 
imaging services (i.e., MRI, CT and PET) can 
only rely on the in-office ancillary services 
exception if the physician informs the patient 
in writing, at the time of the referral, that 
the patient may obtain the specified imaging 
service from someone other than the referring 
physician or the physician’s group practice. 
CONTINUED ON PAGE 3

 

The notice must include a list of other suppliers 
who provide the imaging services and must 
clearly indicate that the patient may receive 
the imaging services from the referring 
physician, from a supplier identified on the 
notice, or from another supplier of the patient’s 
choice. CMS recently released the final 
regulations implementing these requirements 
and a detailed summary will be available at  
www.hallrender.com.

 

CONCLUSION
At this time, numerous questions remain 
regarding the implementation of PPACA’s 
changes to the Stark Law. The promulgation of 
final regulations implementing PPACA should 
eliminate much of the uncertainty. Providers 
should be attentive to these developments and 
consult with health care counsel so they can 
modify their internal procedures as needed to 
ensure continued compliance with the Stark 
Law. n
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POTENTIAL STARK, ANTI-KICKBACK AND CMP 
HURDLES
The structure of an ACO, particularly with 

respect to the distribution of bonus payments 

among providers, presents challenging legal 

issues for organizations.

ACOs that are successful enough to earn 

bonus payments must distribute the bonuses 

to participating physicians in a manner that 

does not implicate the Civil Monetary Penalties 

(“CMP”) statute, the Anti-Kickback law, the 

Stark Law and, in some cases, tax-exemption 

principles. 

Current Anti-Kickback safe harbors and 

Stark exceptions are of limited applicability 

and could prove difficult to satisfy, since the 

exceptions were not designed with ACOs or 

similar shared savings programs in mind. 

Fortunately, PPACA does grant HHS broad 

waiver authority related to these laws. Although 

it seems unlikely, HHS could use this authority 

to waive the requirements of the CMPs, the 

Anti-Kickback law, and the Stark Law without 

limitation. More likely is the possibility that HHS 

grants conditional waivers that keep certain 

regulatory restrictions intact. Nonetheless, until 

regulations are issued, or there is a clearer 

signal from HHS, the waiver provision currently 

offers little help to organizations attempting to 

structure distribution methodologies that will 

meet regulatory requirements. 

POTENTIAL ANTITRUST HURDLES
The integration of physician groups into larger 

entities and with hospitals and health systems 

also raises concerns under antitrust laws, 

specifically with regard to the market power 

some ACOs might develop. In contrast to the 

patient referral laws, HHS does not have the 

authority to waive antitrust laws. Therefore, 

guidance from the Department of Justice (“DOJ”) 

and the Federal Trade Commission (“FTC”) on 

how ACOs can avoid violating antitrust laws will 

be particularly significant. 

The FTC and DOJ have indicated a willingness 

to update their current health care enforcement 

policies and safety zones by providing guidance 

specifically to ACOs. Another possibility is for the 

DOJ to issue expedited business review letters 

to organizations requesting judgments on plans 

to form ACOs, although this type of case-by-

case review would provide less predictability 

for organizations. Nevertheless, given that the 

purpose of ACOs is to reduce costs and improve 

outcomes, precisely the type of conduct that 

antitrust laws are intended to promote, many 

commentators believe that HHS, the DOJ, 

and the FTC will work together to provide a 

place for ACOs in the antitrust framework.  
 

CONCLUSION
Despite the regulatory uncertainty related to 

patient referral and antitrust laws, competitive 

pressures and the limitation in PPACA that 

providers only participate in one ACO suggest 

that organizations should review their current 

relationships for participation in or organization 

of an ACO. The proposed regulations, anticipated 

to be released by CMS before year-end, should 

clarify some of the regulatory uncertainty. In the 

meantime, organizations must remain flexible 

in their planning and continue to monitor any 

guidance from CMS, the DOJ, and the FTC. n  

The Importance of Maintaining an 
Effective Compliance Program

HEALTH CARE REFORM. 
The debate surrounding health care reform 
focused on the need to improve access to health 
care, expand coverage, and increase quality while 
decreasing overall health care spending.  The 
challenge now is to navigate the numerous and 
significant changes to our industry that will follow. 
These changes are expected to affect virtually all 
aspects of health care delivery - from hospitals 
to home health and payers to peer review. As the 
nation’s largest health care focused law firm, Hall 
Render is uniquely positioned to stay informed of 
all aspects of health care reform and to assist 
you in responding to both the opportunities and 
challenges that it will create. 
 
As part of Hall Render’s commitment to 
leading you through health care reform, we 
have created a microsite that is intended to be 
a single comprehensive resource for tracking 
reform-related regulatory developments and for 
following our analysis and practical guidance. 
In addition to industry and provider specific 
developments and analysis, you will find user-
friendly access to various news and health policy 
RSS feeds, timelines and resources. 

To visit the new Hall Render Health Care Reform 
Microsite, go to 
http://www.hallrender.com/hcr.

The Patient Protection and Affordable Care Act (“PPACA”) now mandates that providers 
and suppliers establish compliance programs as a condition for enrollment in the Medicare 
and Medicaid programs. This requirement highlights the government’s continued scrutiny 
of the health care industry and the need for providers and suppliers to focus on compliance 
in order to prevent and detect criminal, civil and administrative violations.

Congress has left it to the U.S. Department of Health and Human Services (“HHS”) to 
establish certain core elements of mandated compliance programs for providers and 
suppliers. While HHS has yet to provide any guidance regarding mandatory compliance 
program features, HHS is likely to rely heavily on compliance program guidance issued by 
the HHS Office of Inspector General (“OIG”) to various health care providers and suppliers. 
In such guidance, the OIG has consistently identified the following seven features as 

indicators of an effective compliance program: 

1.  Development and distribution of polices that promote a commitment to compliance;

2.  Designation of a Chief Compliance Office to operate and monitor the compliance 
program;

3.  Development of regular education and training programs for employees;

4.  Maintenance of a process to receive complaints, and procedures to protect the anonymity 
of complainants and to protect whistleblowers from retaliation;

5.  Development of a system to respond to allegations of improper activities and the 
enforcement of appropriate disciplinary action against employees who violate 
compliance policies or applicable laws, regulations or program requirements; 

6.  Use of audits and/or other evaluation techniques to monitor compliance; and

7.  Investigation and remediation of identified systemic problems. 

PPACA requires skilled nursing facilities (“SNFs”) to comply with compliance program 
mandates by March 2013. However, Congress granted HHS the authority to establish 
implementation timelines for providers and suppliers other than SNFs.

With the government continually increasing its fraud and abuse enforcement initiatives, it 
will be particularly important for providers and suppliers to consider how they can improve 
compliance within their organizations. Implementing an effective compliance program is 
the best defense against regulatory and law enforcement scrutiny, as well as potential 
False Claims Act liability. n
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