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  OIG Chief Counsel testifi es on 
ensuring CME integrity 
 The commercial sponsorship of continuing medical education (CME) poses a 
potential confl ict of interest between patient welfare and the commercial interests 
of sponsors, according to the testimony of the Offi ce of Inspector General (OIG) 
Chief Counsel, Lewis Morris. Sponsors that provide funding to CME providers are 
frequently manufacturers of drugs, biologics, or medical devices related to the topic 
of the CME program. Commercially-sponsored CME programs consequently tend 
to focus more on sponsors' products than do programs that are not commercially-
sponsored. One study on pharmaceutical promotional strategies revealed that spend-
ing $1 on physician events generated an average of $3.56 in increased revenue. 

  ACCME authority.  The Accreditation Council for Continuing Medical Educa-
tion (ACCME) is the principal CME accrediting authorit y in the U.S. Its respon-
sibilities include determining whether providers qualify to offer accredited CME 
programs, and overseeing the CME industry. Once a CME provider is accredited by 
ACCME, the provider can offer accredited CME programs without further review on 
the program's content. ACCME has enacted measures to mitigate commercial bias, 
such as prohibiting CME content from promoting a specifi c proprietary interest. 

  Limited oversight.  However, the impact of ACCME's measures is limited. 
ACCME neither pre-approves content nor routinely monitors CME programs. 
Its oversight is complaint-driven, and in practice, several years may lapse before a 
noncompliant CME provider's accreditation is revoked. Under the current system, 
CME providers can seek commercial fi nancial support by developing CME con-
tent to favor funders' economic interests. Some manufacturers publicize general 
topics they are willing to fund to solicit grant applications from CME providers 
that propose programs on those topics. As a result of these and other activities, 
industry-supported CME usually covers topics related to commercial products, 
rather than patient care. 

  Legal implications.  Commercially-sponsored CME may implicate the Federal 
Food, Drug, and Cosmetic Act (FDCA). On at least two occasions, a pharmaceutical 
company was required to pay millions of dollars to resolve charges arising out of 
CME programs that allegedly promoted the off-label uses of its product in violation 
of the FDCA. The False Claims Act may be similarly implicated if a manufacturer 
knowingly collaborates with a CME provider to promote an off-label use and submit 
claims for that drug to federal health care programs. Industry-supported education 
may also implicate the criminal anti-kickback statute; for example, if a pharmaceutical 
manufacturer rewards a high-prescribing physician by directing a CME provider to 
pay that physician to be CME facult y, that payment may be a kickback. 

  Measures to preserve the integrity of CME.  According to the OIG, the 
“surest way to eliminate commercial bias in CME is to eliminate industry sponsor-
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ship by funders who have a signifi cant 
fi nancial interest in physicians' clinical 
decisions.” CME providers should accept 
funds only from sources that have no 
commercial interest in the CME. A conse-
quence, however, is that CME providers 
would have to fi nd alternative funding. 
Toward that end, companies should take 
the following interim measures to permit 
industry funding but limit commercial 
bias in CME: (1) grant-making functions 
should be separated from sales and mar-

keting to ensure that grant funding is not 
infl uenced by marketing motivations; (2) 
objective criteria for making educational 
grants should be established to ensure 
that funded activities are for legitimate 
educational purposes; and (3) company 
control over speakers or content of CME 
should be eliminated to reduce the risk 
that payments are for speaker's referrals 
or promotion of “off-label” uses.  

 Another measure that may limit com-
mercial bias is the creation of indepen-

dent CME grant organizations that would 
accept donations from the industry and 
distribute the funds to CME providers. 
Broad educational categories could also 
be established to allocate industry dona-
tions to ensure that grants are awarded 
for general topics such as “oncology,” 
rather than specifi c, commercially moti-
vated topics such as “injectable therapies 
for osteoarthritis of the knee.” ■  
  Testimony before the Senate Special Committee on 

Aging , July 29, 2009 

 

Anti-Kickback/Physician Self-Referral

  OIG: proposed 
physician, hospital joint 
venture permissible 

 A proposed joint venture involving own-
ership of an ambulatory surgery center 
(ASC) by a hospital and a physician group 
could constitute unlawful remuneration; 
however, the safeguards put in place 
would lower the risk suffi ciently and the 
joint venture would not be subject to 
administrative sanctions in connection 
with the anti-kickback statute. 

  Joint venture.  Under the proposed 
arrangement, the hospital and physician 
group would enter into a joint venture 
to own and operate an ASC with two 
operating rooms in a medical offi ce build-
ing owned by the hospital and located on 
its campus. The hospital would initially 
develop a single hospital operating room in 
a space within the building. Upon receipt of 
necessary regulatory approvals, the hospital 
would then contribute the assets used to 
operate the operating room to a separate 
corporate entity after which the operating 
room would be operated as a Medicare-
certifi ed ASC. The physician group would 
then purchase a 50 percent share in the 
corporate entity. At the conclusion of this 
transaction, the hospital and the physician 
group would jointly own the corporate en-
tity, which in turn would own and operate 
the two-operating room ASC. 

  Proportional investment.  Physician 
investors' ownership in the physician group 
would be proportional to his or her capital 
investment. Additionally, each physician 
received at least one-third of his or her medi-

cal practice income for the previous fi scal 
year or previous 12-month period from 
the performance of procedures payable by 
Medicare when performed in an ASC.  

  Referral limitations.  Physicians 
employed by the hospital or its affi liates 
would not make referrals to the joint 
venture ASC; nor would the hospital un-
dertake any actions requiring or encourag-
ing its medical staff to refer patients to 
the ASC. In addition, the hospital will 
continue to operate its own facilities for 
outpatient surgery. 

  Minimal risk.  Under the proposed 
arrangement: (1) certain commitments 
would limit the abilit y of the hospital to 
direct or infl uence physician referrals; 
(2) each of the physician investors is 
qualifi ed to invest in the ASC directly 
without destroying its eligibilit y for safe 
harbor protection; and (3) the amount of 
payment to a physician in return for the 
investment would be directly proportional 
to the amount of capital invested by that 
physician. For these reasons, while the 
proposed arrangement would result in 
income to investors that would not be 
protected by any safe harbor, it involved 
minimal risk of fraud or abuse.  ■
  OIG Advisory Opinion , No. 09-09, July 22, 2009, Health 

Care Compliance Reporter,  ¶500,214    

  Reduced Medicare 
inpatient deductibles 
acceptable, OIG 

 A proposed arrangement bet ween 
an insurer's Medicare Supplemental 

continued on page 3
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Health Insurance (Medigap) policy-
holders and in-net work hospit als, 
offered in almost ever y state in the 
countr y, which would provide policy 
holders discounts of up to 100 percent 
on Medicare inpat ient deduct ibles 
incurred at the “preferred” in-network 
hospitals, had suff icient safeguards 
that it presented a low risk of fraud 
and abuse. The arrangement also 
had the potential to lower costs for 
Medigap policyholders who select 
network hospitals, and because sav-
ings realized f rom the arrangement 
would be reported to state insurance 
rate set ting regulators, it also would 
have the potential to lower costs for 
all policyholders. 

  Proposed arrangement.  A l-
t hough t he deduct ibles would be 
covered under the insurers' Medigap 
plans, the discounts applied only to Part 
A inpatient hospital deductibles and 
not other coinsurance or cost-sharing 
amounts. No other benefi ts would be 
offered by the hospitals to the insurers 
or their policyholders. When policy-
holders utilized non-network hospitals, 
the insurers would have to pay the full 
Part A hospital deductible. As part 
of the agreement, the insurers would 
return a portion of the savings from 
the arrangement to any policyholder 
who had an inpatient stay at one of the 
in-network hospitals.  

  Low risk.  The arrangement was 
found to represent a low r isk of 
f raud or abuse because: (1) the waiv-
ers would not increase or affect per 
service Medicare payments and pay-
ments to hospitals under Part A for 
inpatient services that were fixed and 
unaffected by beneficiary cost-sharing; 
(2) the discounts would not increase 
utilization of the hospitals; (3) the 
arrangement did not unfairly affect 
competition because membership in 
the net work would be open to any 
accredited hospital; and (4) profes-
sional medical judgment would not be 
affected because a patient's physician 
or surgeon would not be a recipient 
of remuneration.  ■
  OIG Advisory Opinion , No. 09-10, July 24, 2009, Health 

Care Compliance Reporter,  ¶500,215    

  Free blood pressure 
screenings OK'd by OIG 
 Civil monetar y penalties would not 
be imposed by the Office of Inspector 
General (OIG) in connection with a 
small count y-owned critical access hos-
pital’s provision of free blood pressure 
screenings to walk-in visitors during 
daylight hours, some of whom may be 
Medicare and Medicaid beneficiaries.  

  Facts presented.  Under the pro-
posed arrangement, the f ree blood 
pressure checks offered by the hospital 
are not conditioned on the use of any 
other goods or services from the hospi-
tal or any other particular practitioner 
or provider. Should a member of the 
public call in to inquire about the 
service, the hospital indicates that it 
provides the service to any visitor who 
enters requesting the service during 
daylight hours. The hospital does not 
advertise the service to the public. The 
service is provided in accordance with 
the hospital's own specifi c guidelines 
and procedural checklists by an on-dut y 
staff nurse. The visitor receiving the 
blood pressure check is not directed to 
any particular health care practitioner 
or provider. Nor does the hospital of-
fer the visitor any special discounts on 
follow-up services. Staff responds to an 
abnormal blood pressure reading by 

advising the visitor to see his or her own 
health care professional. The hospital 
does not bill the blood pressure check 
service to any federal health care pro-
gram or any other third-part y payors.  

  Law.  The hospital did not indicate 
the fair market value of the blood 
pressure screenings, but the OIG has 
prev iously taken the posit ion that 
“incentives that are only nominal in 
value are not prohibited by the anti-
kickback statute,” and has interpreted 
“nominal value to be no more than 
$10 per item, or $50 in the aggregate 
on an annual basis.” The statute also 
contains an exception for incentives 
given to individuals to promote the 
deliver y of preventive care.  

  Analysis.  The free blood pressure 
checks offered by the hospital will meet 
the defi nition of preventive care ser-
vices if the free care does not promote 
the provision of other, nonpreventive 
care reimbursed by Medicare or Med-
icaid. In sum, the OIG found that 
the arrangement is craf ted to avoid 
improper ties to the provision of other 
services. The free screenings, therefore, 
would not violate the prohibition on 
benefi ciar y inducements resulting in 
administrative sanctions or the imposi-
tion of civil money penalties. ■ 
  OIG Advisory Opinion , No. 09-11, Aug. 3, 2009, Health 

Care Compliance Reporter,  ¶500,216   
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    Has the IRS Met Its Goals with the New Form 990? 
  by Lisa A. Stegink, J.D.   

  More than a year ago, tax-exempt organizations and their advisors started preparing 

for the new Form 990 – the IRS’s long overdue redesign of the annual informa-

tion reporting form fi led by tax-exempt organizations. The new 11-page “core” 

section for all tax-exempt organizations and 16 potential schedules incorporate 

major changes and signifi cant additions. Organizations that have not yet been 

required to fi le the new Form 990 are holding their collective breath to see how 

the experience goes for the fi rst round of fi lers. 

 
 The IRS articulated essentially three main goals with the over-
haul of the Form 990: promoting tax compliance; enhancing 
transparency to provide the IRS and the public with a realistic 
picture of the organization; and minimizing the administra-
tive burden on fi ling organizations. Organizations that have 
spent any time with the new Form 990 may wonder whether 
they are looking at the same form 
as the IRS, particularly when it 
comes to minimizing the burden 
on fi ling organizations. 

 “Invasive,” “traps for the un-
wary,” “data mining,” and “does 
little to increase compliance” are 
phrases that have been variously 
used by exempt organizations’ 
fi nancial staff, chief staff offi cers, 
and attorneys to describe the 
newly revised Form 990. This 
article considers whether the IRS really is meeting its goals, 
based on input from individuals responsible for completing, 
reviewing, and advising various size organizations on how to 
complete the Form 990. 

 Goal 1: Increase Tax Compliance 
 Can the IRS really change behavior as aggressively as it 
seems to be trying to do? One CFO of a large national 
professional societ y does not think so. According to him, 
the IRS appears to be trying to close loopholes for a small 
percentage of groups and all the rest have to pay: “Rather 
than audit the two percent of organizations that need it, 
the IRS is asking all the audit questions and making every 
organization send it in.” 

 In other words, this CFO believes the level and t ype of 
questions asked are more appropriate as part of an audit than 
as standard tax information reporting. Moreover, organiza-
tions that are not compliant now are not likely to answer the 
questions any differently or be more likely to comply simply 

because there are more, or more detailed, questions. Another 
CFO agrees that while the new form may make the organiza-
tion more “transparent” by putting more information out to 
the public, it does little to increase tax compliance. 

 In addition to required reporting on fi nances and activities, 
many sections address relationships within the organization 

and policies and practices help-
ful to ensure good governance. 
When asked why it included 
questions on governance, the 
IRS conceded that many of the 
questions request information 
on practices or policies that are 
not required by the federal tax 
law. Nevertheless, it believes that 
good governance and accountabil-
it y practices provide safeguards 
that the organization’s assets will 

be used consistently with its exempt purposes. The Form 990’s 
Checklist of Required Schedules also is intended by the IRS 
to provide “a quick view of whether the fi ling organization is 
conducting activities that raise tax compliance concerns, such 
as lobbying or political campaign activities, transactions with 
interested persons, and major dispositions of assets.”  

 Despite these goals, the questions may create confusion and 
make it more diffi cult than before for organizations to comply. 
It is true that some obscure statutory references on the Form 
990 were replaced with specifi c, directed questions. However, 
it is essential for each organization and its tax preparer to 
review the defi nitions and instructions carefully to unearth 
the real questions. In some cases, questions that appear clear 
on their face must be answered differently than a straight-
forward reading of the question would imply. Organizations 
may unintentionally over-disclose or simply answer questions 
incorrectly if they are not careful. 

 In other cases, the same information is required in multiple 
places (e.g., independent contractor compensation, deferred 
compensation), or the organization must report information 

"'Invasive,' 'traps for the un-
wary,' 'data mining,' and 'does 

little to increase compliance' are 
phrases that have been variously 
used by exempt organizations’ 

fi nancial staff, chief staff offi cers, 
and attorneys to describe the 

newly revised Form 990."
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differently on the form than it does in practice. For example, 
some schedules require salaries and payments to vendors to 
be reported on a calendar year basis, even if the organization’s 
fi nancial reports are completed on a fi scal year basis. All those 
factors increase the likelihood that organizations will make 
inadvertent reporting and compliance mistakes. 

 Goal 2: Enhance Transparency 
 The IRS believes that “well-governed and well-managed 
organizations are more likely to be transparent organizations 
with regard to their operations, fi nances, fund raising prac-
tices, and use of assets for exempt and unrelated purposes.” 
Opinions differ on whether the IRS, donors, members, and 
others interested in an organization will get a “realistic” and 
more transparent picture of any organization, or whether more 
confusion will result from the redesigned Form 990.  

 Some believe the new form will help unsophisticated readers 
understand an organization’s activities and fi nancial position. 
Others fi nd transparency is not improved. A CFO from an 
international trade association 
said, “With all of the require-
ments, any layman trying to get 
a feel for the organization will in 
all likelihood be very confused 
or give up!”  

 Many organizations already 
are “transparent” in their reporting. For example, Code Sec. 
501(c)(3) organizations have been required to disclose informa-
tion, such as key employee compensation, and to take steps to 
avoid excess benefi t transactions for some time, so the changes 
do not enhance transparency for them. 

 Yet, much has changed in the new form. Schedule O is a new 
schedule for providing further detail on questions answered, 
and for voluntary disclosure of anything not covered elsewhere. 
A tension can arise between fully describing the organization 
and its most important activities, and saying too much. The 
IRS generally encourages adding descriptions on schedules to 
supplement answers on the form. Organizations often desire 
to use the Form 990 as a public relations piece and a way to 
showcase the organization in a nutshell. However, they must 
remember that Form 990 is signed under penalty of perjury and 
the organization will be held accountable for all statements made. 
From a legal perspective, organizations must answer truthfully 
and fully, but also should suppress the urge to say everything 
that could possibly be said about the organization.  

 One CFO noted a potentially unintended result of “en-
hanced transparency.” Because names and salaries of the fi ve 
highest compensated employees paid more than $100,000 
must now be disclosed publicly, tensions among employees 
could increase. Describing the question as “invasive,” this 
CFO believes such salary disclosures could force employee 

salaries up or down from existing levels for no reason other 
than the required IRS disclosure. Organizations might reduce 
salaries to avoid disclosure, or raise salaries in response to per-
ceived inequit y among employees at a particular job level. 

 Goal 3: Minimize Administrative 
Burden 

 The consensus is clear that the IRS not only failed to mini-
mize the administrative burden on reporting organizations, 
but it increased the burden substantially. The CFO of a large 
national trade association said, “Let me put it this way. Not 
in all my years have I had to consult an attorney in order to 
complete the Form 990–until now.” The IRS reorganized the 
layout of the form in an apparent effort to make it easier for 
someone who is not an accounting or legal professional to 
understand what is reported. However, organizations complet-
ing the form are having more diffi cult y and needing much 
more time to fi gure out how to report accurately. 

 Another CFO was very con-
cerned that the association’s valu-
able resources—including member 
dues and volunteer time—must be 
spent on additional consulting 
and legal fees, and board review 
necessary to complete the Form 

990. “Not only do these efforts draw us away from the orga-
nization’s mission, but obtaining governing body review may 
take weeks of time in our case, and cause signifi cant levels of 
frustration among board members.” 

 Moreover, for many organizations, such as Code Sec. 
501(c)(6) trade and professional organizations, the report-
ing requirements go beyond what the law requires for 
tax compliance. For example, Code Sec. 4958 imposes 
intermediate sanctions for excess benefi ts transactions on 
501(c)(3) and 501(c)(4) organizations. Yet, all organizations 
now are required to answer questions regarding how they 
determine compensation, and whether their process for 
compensation decisions includes review and approval by 
independent persons, comparabilit y data, and contempo-
raneous substantiation of decisions. Those are the three 
elements of a “safe harbor” for 501(c)(3) and 501(c)(4) 
organizations, but are not required by law for other t ypes 
of exempt organizations. 

 In the current economic climate, the timing is bad for 
expending additional resources, particularly to answer opera-
tional questions that are not required by law or, some would 
argue, not appropriate for the IRS to ask. Many small orga-
nizations, in particular, could potentially be more at risk for 
answering incorrectly, especially if they need outside review 
but do not seek it for resource reasons.  

   “All those factors increase the 
likelihood that organizations 

will make inadvertent reporting 
and compliance mistakes.”    
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 Private Foundations and Form 990-PF 

 How the changes in Form 990 will fl ow through to private founda-
tions is currently unknown. Although speculation is that agents 
may start applying similar principles to private foundations, the IRS 
recently indicated it anticipates no changes to the Form 990-PF in 
the near future. In any event, private 
foundations, for which the rules are 
more restrictive than for public chari-
ties, should consider themselves “on 
notice” of potential changes.  

 Final Thoughts and 
Recommendations 

 To many, the redesigned Form 990 
does not meet the IRS’s goals to 
increase compliance and transpar-
ency and minimize the administrative fi ling burden. Improve-
ments to the Form 990 are needed to meet those goals. One 
approach the IRS could take is to apply the “80/20 rule.” 
Under the 80/20 rule, the IRS could obtain 80 percent of 
the information it needs and achieve 80 percent of its goals 
with only 20 percent of the questions it asks on the Form 990. 
For example, by focusing on the top fi ve problem situations 
from the IRS perspective, such as business transactions with 
interested persons, the IRS could craft detailed, audit-like 

questions that would give the IRS the critical information it 
needs to address major concerns.  

 Organizations that have not yet fi led should continue to learn as 
much as they can about the new form and ask questions of their legal 
and tax advisors. They should ensure that governance policies are in 
place, and they should answer questions and describe activities with 

care and attention. If possible, they 
should do a “dry run” well in advance 
of the tax deadline to give the organi-
zation and its leadership time to work 
through the form and ask additional 
questions of attorneys and accoun-
tants. By identifying potential issues 
now, there is time to take thoughtful 
action, as necessary or appropriate, to 
minimize scrutiny and avoid leaving 
misimpressions with the IRS, mem-
bers, donors, or the public.  

 If an organization already has fi led 
the new Form 990, now is the time to provide feedback to the IRS. The 
IRS has specifi cally asked for comments on the redesigned Form 990 
and the experience of fi lers with the new form. By providing feedback, 
the collective experiences and learning of numerous organizations 
could potentially contribute to improvements in the form and to the 
IRS’s approach to tax-exempt organization information reporting.       ■
 Lisa A. Stegink, J.D., is a partner in the Chicago law fi rm of Neal Gerber Eisenberg 

LLP. The author wishes to thank Amy Dering, a third-year law student at the University 

of Chicago Law School, for her contributions to this article. 

  “By providing feedback, 
the collective experiences 
and learning of numerous 
organizations could potentially 
contribute to improvements 
in the form and to the IRS’s 
approach to tax exempt 
organization information 
reporting.”  

 CMS needs agency-wide 
policy for translating 
written documents 

 To improve the consistency and transpar-
ency of translation decisions by the Cen-
ters for Medicare and Medicaid Services 
(CMS), the Government Accountabilit y 
Offi ce (GAO) recommends that CMS 
develop a written, agency-wide policy 
that includes criteria for the translation 
of written documents as part of its limited 
English profi ciency (LEP) plan. 

 This matter was addressed in depth in 
the article “Title VI of the Civil Rights 
Act of 1964: A Compliance Primer for 
Health Care Providers” by Bruce L. 
Adelson, Esq., which appeared in the 
May 19, 2009 issue of the  Health Care 

Compliance Letter . 
  Legal authority.  Pursuant to the 2000 

Executive Order 13166, federal agencies 
were required to develop a plan for how 
LEP individuals would be provided with 

Trends

meaningful access to their programs, and 
the Department of Health and Human 
Services (HHS) in turn developed an LEP 
strategic plan that spelled out how its agen-
cies would ensure that LEP benefi ciaries 
were provided with language assistance 
services. Providers have noted that the cost 
of translating documents for themselves 
and of providing interpreters has in-
creased as the number of languages spoken 
in the United States has increased.  

  Investigation request.  CMS docu-
ments were reviewed by the GAO, at 
the request of the House Committee on 
Small Business, to determine whether 
the necessary forms and guidance are 
translated for benefi ciaries with LEP.  

 The GAO interviewed various offi cials 
and staff from federal agencies, orga-
nizations interested in LEP issues, and 
provider representatives to assess the 
extent to which CMS provides translated 
documents and to study the diffi cult y 
providers encounter in communicating 
with LEP benefi ciaries. 

  GAO findings.  Specif ically, the 
GAO examined a sample of 134 Medi-
care documents and found that 87 
percent were translated into Spanish, 
but only some were translated into other 
languages such as Chinese, Korean, and 
Vietnamese. While HHS offi cials noted 
that its LEP plan provides a “road map” 
for addressing HHS' goal of ensuring 
that LEP benefi ciaries were provided 
with translations, CMS offi cials were 
not aware of an agency-wide translation 
policy for Medicare documents.   

 CMS has taken the step to appoint an 
individual to create just such an agency-
wide policy so that vital information is 
consistently translated to LEP benefi cia-
ries in the future. Furthermore, such a 
policy would be a cost-effective measure 
for providers who would not have to 
translate documents themselves and 
would reduce the need for bilingual staff 
and interpreters for oral translations. ■
  GAO Letter to the House of Representatives Commit-

tee on Small Business , GAO-09-752R, July 30, 2009  
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 Breach notifi cation 
rule issued for e-health 
information 
 On August 17th, the Federal Trade 
Commission (FTC) issued a final rule 
requiring certain web-based businesses 
to notif y consumers when the securit y 
of their electronic health information 
is breached. The rule applies to both 
vendors of personal health records, 
which prov ide online repositor ies 
that people can use to keep track of 
their health information, and entities 
that offer third-part y applications for 
personal health records.  

  Examples.  These applications could 
include, for example, devices such as 
blood pressure cuffs or pedometers 
whose readings consumers can upload 

Health IT
into their personal health records. Many 
entities offering these t ypes of services 
are not subject to the privacy and secu-
rit y requirements of the Health Insur-
ance Portabilit y and Accountabilit y Act 
(HIPAA), which applies to health care 
service providers such as doctors’ offi ces, 
hospitals, and insurance companies. 

  Recovery Act provisions.  The 
American Recovery and Reinvestment 
Act of 2009 (ARR A) required the FTC 
to issue a rule requiring these entities 
to notif y consumers if the securit y of 
their health information is breached. 
The FTC issued a proposed rule in 
April 2009, and collected public com-
ments until June 1, 2009.  

  Requirements.  The rule requires 
vendors of personal health records and 
related entities to notify consumers fol-

lowing a breach involving unsecured 
information. If a service provider to 
one of these entities has a breach, it 
must notif y the entit y, which in turn 
must notif y consumers. The rule also 
specif ies t he t iming, method, and 
content of notif ication, and in the 
case of certain breaches involving 500 
or more people, requires notice to the 
media. Entities covered by the rule 
must notify the FTC, and they may use 
a standard form, which can be found 
along with addit ional information 
about the rule on the FTC web site at 
www.ftc.gov/healthbreach.  

  Effective date.  The rule will take 
effect 30 days after publication in the 
 Federal Register . The FTC will begin en-
forcement 180 days after publication.  ■
  FTC Press Release , August 17, 2009 

 Sex toy scandal did 
not affect doctor's 
application for privileges 

 Insuffi cient evidence existed to conclude that 
a doctor's professional references resulted in 
negative evaluations and interfered with his 
application for privileges with an association 
of doctors at a university hospital.  

  Facts.  The case involved a scandal at the 
university's hospital where a female doctor 
received a sex toy from an adult store and 
the invoice clearly named the doctor as the 
purchaser. Although the doctor claimed his 
identity was stolen and that he was framed, 
and he remained under a cloud of suspi-
cion, the university never took any formal 
disciplinary action against him.  

  Claims.  The doctor argued that the 
universit y and the negative references 
interfered with his expectation of employ-
ment and induced the doctors' associa-
tion to deny his application.  

  Findings.  The U.S. Court of Appeals 
for the Seventh Circuit found no evidence 
that the defendants “prevented” him from 
obtaining clinical privileges at the associa-
tion; in fact, four of the fi ve references swore 
they never provided evaluations to the 
credential committee. The court also found 
no evidence that the association relied on 

Employment
a conversation with the fi fth reference 
because the doctor never took discovery 
from the association. The court stated that 
“only when the actions of a third party 
cause an employer to fi re an ... employee, 
the third party is liable in tort.” In addition, 
the information about the scandal was 
not privileged under the Illinois Medical 
Studies Act because it did not relate to the 
doctor's “professional competence.” Finally, 
the doctor voluntarily signed a “Release 
and Immunity” by which he “extend[ed] 
absolute immunity to, release[d] from any 
and all liability, and agree[d] not to sue” 
any party for any matter relating to the 
application for privileges.   ■
  Botvinick v. Rush University Medical Center , 7th Cir., July 24, 

2009, Health Care Compliance Reporter,  ¶800,698   

 Billing manager's 
whistleblower, retaliatory 
discharge actions fail 

 A former employee who brought suit 
against the radiology pract ice that 
terminated his employment failed to 
carry his burden of proof as to his state 
whistleblower and common law retalia-
tory discharge claims, according to the 
U.S. District Court for the Western 
District of Tennessee.  

  Facts.  The employee was contracted to 
manage the business operations of the prac-
tice, including billing practices, which were 
handled by an outside billing service. He 
alleged that he repeatedly urged the board 
of directors to address the possibly illegal 
billing activities of the outside billing ser-
vice, but that he was instead discharged in 
retaliation for raising these billing issues.  

  Whistleblower claim.  The state 
whistleblower claim failed because the 
employee did not actually discover the 
alleged illegal billing activities, but rather, 
when he was asked to bring some structure 
and organization to the practice and to 
the outside billing company, the activities 
were pointed out to him, according to the 
testimony of one of the physicians. He was 
also unable to show that the billing issues 
were the sole reason for his termination. 
Furthermore, the court noted evidence that 
clearly indicated he was terminated due to 
his verbal abuse of another employee.  

  Retaliatory discharge claim.  The em-
ployee's retaliatory discharge claim was also 
dismissed by the court because he was not 
an at-will employee as required for the Ten-
nessee law to apply, but instead was employed 
pursuant to an employment contract.  ■
  McDonough v. Memphis Radiological Professional 

Corporation , W.D. Tenn., July 22, 2009, Health Care 

Compliance Reporter,  ¶800,695   



CCH Health Care Compliance Letter  •  August 25, 20098

Tax-Exempt

In the News  Consolidation of 
nonprofi t hospitals not 
 bona fi de  sale 
 There was no  bona fi de  sale of assets 
between two nonprofi t hospitals that con-
solidated and therefore no recognizable 
loss on disposition of assets that would 
trigger a reimbursement adjustment, ac-
cording to the U.S. Court of Appeals for 
the Third Circuit.  

  Assets and liabilities.  The first 
hospital had approximately $47 mil-
lion in monetar y assets, $107 million 
in other business assets, and $27 mil-
lion in debt. The second hospital had 
$122 million in monetar y assets, $25 
million in other business assets, and 
debts of approximately $93 million.  

  Reimbursement adjustment.  
The hospitals argued they were entitled 
to an adjustment because CMS had 
improperly denied their claim based 
on  Program Memorandum  (PM) A-00-76, 
which the hospital argued was inconsis-
tent with previous regulations.  

 The memorandum said that the "un-
related parties" and "bona fide sale" 
provisions in Medicare regulations 
apply with equal force to both statu-
tor y mergers and to consolidations. 
However, the Third Circuit in  Albert 

Einstein Medical Center v. Sebelius , re-
cently held that PM A-00-76 “offered 
a clarification of the Bona Fide Sale 
Provision that was not inconsistent 
with previous agency policy.”  

  Arms length negotiations.  The 
hospitals' second argument was that 
t hey fulf il led the "bona f ide sale" 
requirement, even if it applies to both 
mergers and consolidations. Under the 
provision, however, a  bona fide  sale 
requires arms length negotiation and 
reasonable consideration. Here, there 
was no evidence to support a finding 
of arms length negotiation and rea-
sonable consideration (i.e., a  bona fide  
sale) because the hospitals' assets were 
not on the open market, there was no 
pre-consolidation appraisal, and there 
were no negotiations over price, assets, 
or debts. ■  
  Sewickley Valley Hospital v. Sebelius , 3rd Cir., July 24, 

2009, Health Care Compliance Reporter,  ¶800,697   

   Over $1.3 billion recovered by MFCUs in FY 2008 
 In FY 2008, State Medicaid Fraud Control Units (MFCUs) recovered more than 
$1.3 billion in court-ordered restitution, fi nes, civil settlements, and penalties. 
MFCUs also obtained 1,314 convictions and reported a total of 971 instances in 
which civil settlements and/or judgments were achieved. Of the 3,129 exclusions 
from participation in the Medicare, Medicaid, and other federal health care pro-
grams in FY 2008, 755 exclusions were based on referrals made to the Offi ce of 
Inspector General (OIG) by the MFCUs. During this FY 2008 reporting period, 
49 States and the District of Columbia participated in the Medicaid fraud control 
grant program through their established MFCUs. The mission of the MFCUs is to 
investigate and prosecute Medicaid provider fraud and patient abuse and neglect. 
MFCUs’ authorit y to investigate and prosecute cases varies from state to state. 
Forty-three of the MFCUs are located within Offi ces of State Attorneys General. 
The remaining seven MFCUs are located in various other state agencies. 
  OIG's Annual Report on State Medicaid Fraud Control Units , FY 2008  

  Denials for pre-existing conditions examined 
 An HHS report examines the insurance company practice of denying coverage to or 
discriminating against Americans who have pre-existing medical conditions. According 
to the report, a recent national survey found that 12.6 million non-elderly adults were 
discriminated against in the past three years because an insurance company deemed 
them ineligible for coverage because of a pre-existing condition, charged them a higher 
premium, or refused to cover their condition. Another survey found 10 percent of can-
cer patients said they could not get health coverage, and six percent said they lost their 
coverage because of their diagnosis. The report states that some insurance companies 
respond to an expensive condition such as cancer by initiating a thorough review of 
the patient’s health insurance application. If the company discovers that any medical 
condition was not reported on the application, it could revoke coverage retroactively for 
the patient and possibly his family. The report claims that companies can do this even 
if the condition found is not related to the expensive condition or if the person wasn’t 
aware of the condition at the time. The report is available at www.HealthReform.gov. 
  HHS Report , August 11, 2009  

  $13.4 million in nurses aid released 
 HHS has announced the release of $13.4 million for loan repayments to nurses who 
agree to practice in facilities with critical shortages and for schools of nursing to provide 
loans to students who will become nurse faculty. The awards come from two programs 
administered by HHS’ Health Resources and Services Administration (HRSA): the Nurse 
Education Loan Repayment Program (NELRP) and the Nurse Faculty Loan Program 
(NFLP). Funding under NELRP totals $8.1 million. Those funds will help 100 registered 
nurses pay their nursing education debts. The program repays 60 percent of the loan 
balance of registered nurses in exchange for two years of service at facilities with a critical 
shortage of nurses. Funds under NFLP total $5.3 million. Those funds go to schools of 
nursing to support the training of 500 masters and doctoral nursing students who plan 
to become nurse faculty after completing their education. Following graduation, loan 
recipients may cancel up to 85 percent of the loan principal and interest in exchange for 
four years of service as a full-time nursing faculty at a school of nursing. For additional 
information see http://bhpr.hrsa.gov/recovery/.  
   HHS News Release , August 12, 2009  


