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The Patient Protection and Affordable Care Act (the “Act”) was signed by President Obama on March 23, 
2010. On March 30, 2010, President Obama signed into law the Health Care and Education Reconciliation 
Act of 2010 (the “Reconciliation Act”), which includes a number of budget-based corrections to the 
Act. Both the Act and the Reconciliation Act (together the “Health Reform Act”) constitute a complex, 
intricate piece of health reform legislation. This article lists some of the major provisions of the 
Health Reform Act affecting hospitals and other health care providers that are scheduled to go into 
effect beginning in 2010. Most of the measures made effective in 2010 have a relatively limited direct 
effect on health care providers such as hospitals. The Health Reform Act provides for a progressive  
phase-in of its provisions from 2010 through 2018 with the most significant changes affecting hospitals 
and other providers set for 2014, when individuals are required to purchase health insurance and the 
insurance exchanges are up and running. 

Section 501(c)(3) Charitable Hospitals - Additional Requirements. 
Section 9007 of the Act amends Section 501 of the Internal Revenue Code of 1986 to require tax-
exempt 501(c)(3) hospitals, every three years, to conduct a “community health needs assessment” 
that takes into account input from individuals in the hospital community, including those with special 
knowledge or expertise in public health. The hospital must adopt an implementation strategy to meet 
the community needs identified by the assessment. Further, the tax-exempt hospital must put into 
place the following policies:

• �Financial Policies that address eligibility criteria for financial assistance including free or discounted 
care, the basis for calculating amounts charged to patients, the method for applying for financial 
assistance, and the collection and credit agency reporting actions the hospital may take, if the 
hospital does not have a separate billing and collections policy; and continued on page 2
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• �An Emergency Medical Care Policy making it clear that the hospital is obligated to 
provide care for emergency medical conditions regardless of a patient’s eligibility for 
financial assistance.

Under Section 9007, tax-exempt hospitals are prohibited from charging patients, who 
are eligible for financial assistance, more than the lowest amounts billed to insured 
patients for emergency and other medically necessary care, and must not engage in 
“extraordinary collection actions” prior to making a “reasonable effort” to determine 
whether a patient is eligible for financial assistance under the hospital’s policy. The 
Health Reform Act authorizes the promulgation of implementing regulations and 
guidance to carry out these additional requirements for 501(c)(3) hospitals, and 
any hospital not complying is subject to an excise tax of $50,000. Further guidance 
will be necessary to define what constitutes “extraordinary collections actions” and 
“reasonable efforts” to determine eligibility for financial assistance in this context. 

Rural Hospitals. 
The Act extends Medicare payment protections for small rural hospitals that play a 
crucial role in providing care in underserved communities. For example, Section 3122 
of the Act provides for the extension of Medicare “reasonable cost payments” for 
clinical diagnostic lab services provided in rural hospitals. 

Provider Screening. 
Section 6401 of the Act and Section 1304 of the Reconciliation Act provide for federal 
health care program provider/supplier screening and enhanced oversight for new 
providers and suppliers to aid in the government’s efforts to reduce fraud and abuse. 
Screening must include licensure checks and may include criminal background 
checks, fingerprinting, and unscheduled and unannounced site visits. Fees are 
assessed for such screenings and effective dates vary depending on the status of 
the provider/supplier. The Secretary of HHS may impose a temporary moratorium on  
the enrollment of new providers and suppliers if the Secretary determines  
the moratorium is necessary to combat fraud and abuse. continued on page 3
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February 17, 2010 marked the one year 
anniversary of the date President Obama  
signed the American Recovery and 
Reinvestment Act of 2009 (“ARRA”) into law. 
As part of ARRA, the Health Information 
Technology for Economic and Clinical Health 
(“HITECH”) Act was enacted to increase 
hospital and physician use of electronic health 
records. On August 24, 2009, the Department 
of Health and Human Services (“HHS”) 
published its interim final rule regarding 
breach notification requirements applicable  
to covered entities and their business associates 
under HIPAA (the “Rule”), as required by 
Section 13402 of HITECH. The Rule, effective 
September 23, 2009, requires covered entities 
to notify affected individuals and HHS in the 
event of a breach of unsecured protected health 
information (“PHI”) that compromises the 
security or privacy of such PHI. As of February 
22, 2010, failure to make such disclosures may 
result in the imposition of sanctions by HHS. 

Did a Breach Occur?  
The Rule defines a “breach” as the 
“unauthorized acquisition, access, use, or 

disclosure of PHI in a manner not permitted [by 
the HIPAA Privacy Rule] which compromises 
the security or privacy of the PHI.” The Rule 
provides the terms “acquisition” and “access” 
are encompassed within the current definitions 
of the terms “use” and “disclosure” under the  
Privacy Rule. 

The Rule states a violation “compromises the 
security or privacy of PHI” if the breach “poses 
a significant risk of financial, reputational, or 
other harm to the individual.” This element 
of the definition requires covered entities 
and business associates to perform a risk 
assessment. In doing so, a covered entity should 
consider: (i) who used or to whom was the PHI 
disclosed; (ii) what steps were taken to mitigate 
the use or disclosure; (iii) what type and amount 
of PHI was involved; and (iv) whether the use  
or disclosure involved sensitive information. 

If the risk assessment indicates a violation of 
the Privacy Rule does not pose a significant 
risk to the individual, then no notification is 
required. A wrongful use or disclosure of PHI 
would not be considered a breach if the PHI at 
issue was only a “limited data set” (no direct 

identifiers) and did not include dates of birth  
or zip codes.

Was the PHI Unsecured?  
Unsecured PHI is PHI not rendered unusable, 
unreadable or indecipherable to unauthorized 
individuals through the use of a technology or 
methodology specified by the Secretary of HHS.  
The PHI will be deemed “unsecured” if it is not 
secured by: 

• �Encryption of electronic data per National 
Institute Standards and Technology (“NIST”) 
standards; 

• �Destruction of electronic media per NIST 
standards; or 

• �Shredding or destruction of paper, film or 
other hard copy media.

Does An Exception Apply?  
The Rule clarified and reiterated the three 
exceptions under Section 13400(1) of HITECH, 
which include: continued on page 4
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The Department of Health and Human Services’ 
(“HHS”) civil rights office posted a list of 
unsecured protected health information  breaches 
on its website on February 22, 2010. The posting 
includes brief descriptions of the breaches reported 
by covered entities or covered entities’ business 
associates pursuant to the American Recovery and 
Reinvestment Act of 2009 (“ARRA”). Covered entities 
and business associates must notify HHS upon a 
breach of unsecured protected health information 
(“PHI”) that compromises the security or privacy of the 
PHI. Covered entities must tell HHS within 60 days of 
the breach of PHI affecting more than 500 individuals, 
and HHS then posts a description of the breach on its 
website. The current list includes breaches reported 
by over 35 sources, including private medical practices, 
health insurance companies, hospitals, universities, 
health care systems and public agencies. The majority 
of breaches resulted from theft of computers, hard 
drives, portable electronic devices, backup tapes and 
paper records. The number of individuals affected by 
the breaches ranged from 501 individuals to as many 
as 500,000 individuals. 

The posted breaches are available at: http://
www.hhs.gov/ocr/privacy/hipaa/administrative/
breachnotificationrule/postedbreaches.html n

Enhancing Primary Care. 
Section 10503 of the Act provides funding to 
construct new, and expand existing community 
health centers. The Act also provides for 
increased funding for scholarships and loan 
repayments for primary care practitioners 
working in underserved areas. 

Physician Self-Referral Limitations. 
Section 6001 severely restricts physician 
ownership in hospitals under the Stark 
Law “whole hospital exception,” effectively  

prohibiting future investment in new hospitals 
and limiting the expansion of existing 
hospitals. Section 6003 of the Act amends 
the “in-office ancillary services exception” 
under the Stark Law to require a physician 
to disclose to patients that they may receive 
MRI, CT and PET imaging services provided by 
the physician from other local providers and, 
further, to require the physician to furnish  
a list of alternate providers in the patient’s 
local area. 

Drug Manufacturers. 
The Act authorizes the FDA to grant biologic 
drug manufacturers twelve years of exclusive 
use before generic manufacturers can develop  
generic versions. 

Implementation timelines for subsequent 
years and in-depth analyses on the provisions 
introduced above as they affect the various 
stakeholders will be forthcoming in future 
Health Law Broadcasts . 

To sign up visit www.hallrender.com. n 
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• �Unintentional acquisition, access, or use 
of PHI by a workforce member acting 
under the authority of a covered entity  
or business associate, if done in good faith 
and the information was not further used  
or disclosed; 

• �Inadvertent disclosure of PHI by a person 
authorized to access PHI at a covered entity 
or business associate to another person 
authorized to access PHI at the same covered 
entity, business associate, or organized 
health care arrangement, and the PHI was 
not further used or disclosed; and 

• �A disclosure of PHI where there is a good-
faith belief by the covered entity or business 
associate that an unauthorized person  
to whom the disclosure was made would  
not reasonably have been able to retain  
such information. 

The covered entity or business associate  
has the burden of proof for showing an  
exception applies.

Required Notifications.  
A covered entity must notify affected  
individuals and HHS for all breaches under 
the Rule. All notifications must be given to 
the affected individual without “unreasonable 
delay,” but no later than 60 days after the first  
day the breach is known, or by reasonable 
diligence would have been known, to the 
covered entity. The Rule requires business 
associates to notify the covered entity under 
the same standard, but business associates 
are not required to provide the notifications 
themselves. Section 13402(f) of the Act sets 
forth the content requirements for the breach 
notice, which include: (i) a brief description 
of what happened; (ii) a description of the 
types of unsecured PHI involved; (iii) any 
steps individuals should take to protect 
themselves from potential harm; (iv) a brief 
description of what the covered entity is doing 
to resolve the issue; and (v) contact procedures  
for individuals to ask questions or learn 
additional information.  

If a breach involves more than 500 individuals, 
HITECH requires covered entities to notify 
HHS without unreasonable delay as well as 
notify prominent media outlets. For breaches 
involving fewer than 500 individuals, a covered 
entity shall maintain a log of such breaches and 
annually submit such log to HHS documenting 
the breaches occurring during the year  
involved. The log must be submitted to HHS by 
March 1 of each year for breaches occurring 
during the previous calendar year. 

The Rule is available at: http://edocket.access.
gpo.gov/2009/pdf/E9-20169.pdf. n
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