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CMS Implements Contingency Plan  
For NPI Compliance

Healthcare entities unable 
to meet the May 23, 2007, 

deadline for compliance with 
the National Provider Identi-
fier (NPI) regulations under the 
Health Insurance Portability and 
Accountability Act (HIPAA) will 
have an additional year to come 
into compliance, according to 
the Centers for Medicare and 
Medicaid Services (CMS).

CMS announced an NPI contin-
gency plan on April 3. While the 
NPI compliance date remains 
May 23 of this year, CMS will not 
impose penalties on noncompli-

ant entities if they make reason-
able efforts to become compliant. 
The grace period will last until 
May 23, 2008.

Good Faith Efforts
HIPAA, which became law in 
1996, required the Department 
of Health and Human Services 
(HHS) to adopt national stan-
dards for electronic healthcare 
transactions and code sets and 
identifiers to be used in those 
transactions. The final rule ad-
opted the NPI as the standard 
unique health identifier for 
healthcare 

CMS Offers Guidance On Employee Education  
About False Claims Recovery

The Centers for Medicare and 
Medicaid Services (CMS) 

has offered additional guidance 
on requirements for employee 
education about false claims re-
covery, mandated by the Deficit 
Reduction Act of 2005 (DRA).

Section 6032 of DRA requires enti-
ties that make or receive annual 
Medicaid payments of $5 million 
or more in any state to establish 
and disseminate certain written 
policies applicable to their em-
ployees, certain contractors, and 
agents and to include information 
about the policies in employee 
handbooks, effective Jan. 1, 2007. 
The required policies must pro-

vide detailed information about 
applicable state and federal false 
claims laws and the entities’ poli-
cies and procedures for prevent-
ing fraud, waste, and abuse.

In “Frequently Asked Ques-
tions” posted to its Web site in 
late March, CMS addresses a 
number of key issues, including 
which entities and contractors 
are covered by Section 6032, how 
the $5 million threshold should 
be measured, how entities should 
disseminate the mandated poli-
cies, and enforcement by state 
Medicaid agencies, according to 
an e-alert from the law firm of 
Foley & Lardner. Cont. on p. 8
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providers was published on Jan. 23, 2004, 
and became effective on May 23, 2005. 
Under the rule, all covered entities must 
be in compliance with the NPI provisions 
by May 23, 2007, except for small health 
plans, which must 
be in compliance by 
May 23, 2008.

Compliance means, 
in part, that the NPI 
must be used by 
covered entities to 
identify providers on 
all HIPAA-covered 
transactions that call for healthcare pro-
vider identifiers. Covered transactions 
that require a healthcare provider’s iden-
tifier that are transmitted containing only 
legacy identifiers (those currently in use) 
or containing both legacy identifiers and 
NPIs would be noncompliant.

According to the agency’s contingency 
plan announcement, CMS recognizes that 
transactions often require the participa-
tion of two covered entities, each of whom 
is required to comply with HIPAA, and 
that noncompliance by one covered entity 
may put the second covered entity in a 
difficult position.

“CMS also understands that if one of the 
covered entities is a small health plan, 

which has a May 23, 2008, compliance 
date, compliance by the covered trading 
partner may be especially challenging,” 
says the announcement. “Therefore, dur-
ing the 12-month period immediately 
following the May 23, 2007, compliance 

date for all covered 
entities other than 
small health plans, 
CMS intends to look 
at both covered enti-
ties’ good faith ef-
forts to come into 
compliance with the 
NPI standards in de-
termining, on a case-

by-case basis, whether reasonable cause 
for the noncompliance exists and, if so, 
the extent to which the time for curing the 
noncompliance should be extended.”

For the 12-month period after the compli-
ance date (through May 23, 2008), CMS 
will not impose penalties on covered 
entities that deploy contingency plans if 
they have made reasonable and diligent 
efforts to become compliant and, in the 
case of health plans (that are not small 
health plans), to facilitate the compliance 
of their trading partners, says CMS.

Specifically, as long as a health plan can 
demonstrate to CMS its active outreach/
testing efforts, it can continue processing 
payments to providers. In determining 

NPI Compliance,  from page 1

Organizations that have exercised 

good faith efforts to correct problems 

and implement the changes required 

to comply with HIPAA should document 

such efforts in the event of a complaint 

being filed, says CMS.

Don’t Miss This Important Audio Conference
NPI Countdown To Compliance: Are You Ready?

Monday, April 30, 2007   u   2:00-3:30 p.m. Eastern Time

FEATURED SPEAKERS:
Kimberly Tate Williams, Associate Vice President, Corporate Billing & Customer Service, Laboratory Corporation of 
America & Chairwoman, ACLA Transaction and Code Sets Committee   u  Lâle White, Executive Chairman & CEO, Xifin

While CMS recently announced that healthcare providers unable to meet the May 23, 2007, deadline for compliance 
with National Provider Identifier (NPI) regulations will get some reprieve, the agency has not let them off the hook 
completely. Healthcare providers, including clinical laboratories, are still supposed to make a good faith effort to stop 
using legacy identifiers and begin using—and collecting from referring physicians—National Provider Identifiers 
(NPIs). Join us during this national audio conference to learn more about NPI implementation concerns and what 
you should be doing right now to ensure you’ll be in compliance with the contingency period runs out.

For more information or to register, go to www.g2reports.com or call 800-401-5937, ext. 2. Continuing education credit is available.
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whether a good faith effort has been 
made, CMS will place a strong emphasis 
on sustained actions and demonstrable 
progress. It will also limit the period dur-
ing which covered entities may deploy 
contingency plans to allow additional 
time to carry out needed testing and other 
activities without payment disruption, 
while providing a clear ending date for 
those activities.

A covered entity may end its contingency 
plan at any time prior to May 23, 2008, but 
cannot continue it after that date.

According to CMS, indications of good 
faith might include such factors as:
q  Increased external testing with trading 

partners;
q  Lack of availability of, or refusal by, 

the trading partner to test the transac-
tion with the covered entity whose 
compliance is at issue (prior to May 
23, 2007);

q  In the case of such a health plan, con-
certed efforts both before and after the 
compliance deadline to conduct out-
reach and make testing opportunities 
available to its provider community; 
and

q  For a healthcare provider, having ob-
tained an NPI and having the ability 
to use it on HIPAA transactions.

Organizations that have exercised good 
faith efforts to correct problems and 
implement the changes required to com-
ply with HIPAA should document such 
efforts in the event of a complaint being 
filed, says CMS. This flexibility will per-
mit health plans to mitigate unintended 
adverse effects on covered entities’ cash 
flow and business operations during the 
12-month transition to NPI standards, as 
well as on the availability and quality of 
patient care.

A critical aspect of implementing the NPI, 
the agency notes, is the ability for covered 
entities to match a provider’s NPI with 
the many legacy provider identifiers that 
have been used to process administra-
tive transactions. CMS says it plans to 
make data available from the National 
Plan/Provider Enumerations System 
(NPPES) that will assist covered entities 
in developing these “crosswalks.”

CMS encourages healthcare providers 
that have not yet obtained NPIs to do 
so immediately and to use their NPIs in 
HIPAA transactions as soon as possible. 
NPIs may be obtained through the NPPES 
Web site at https://nppes.cms.hhs.gov/.

Resource
v CMS NPI contingency guidance: www.

cms.hhs.gov/NationalProvIdentStand/
Downloads/NPI_Contingency.pdf

Company’s Rx Help For Part D Enrollees 
Raises Kickback Concerns, But No Sanctions

A pharmaceutical company’s proposal 
to provide free drugs to needy Medi-

care Part D drug benefit enrollees could 
violate the anti-kickback law, but the De-
partment of Health and Human Services 
Office of Inspector General (HHS OIG) 
says in a new advisory opinion that it 
would not impose sanctions. 

In Advisory Opinion No. 07-04, the HHS 
OIG told a company that manufactures 
and markets prescription drugs that 
its proposal to expand its patient assis-

tance programs (PAPs) to include needy 
Medicare Part D beneficiaries contains 
sufficient safeguards to reduce the risk 
of sanctions. The safeguards will ensure 
the PAPs will operate entirely outside the 
Part D benefit, the OIG concluded, and 
thus there is a minimal risk of fraud and 
abuse under the Part D program. 

For several years, the pharmaceutical 
company has provided some drugs for 
free to qualifying financially needy pa-
tients. Under the proposed arrangement 
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to expand the eligibility for its PAPs to 
include financially needy Medicare ben-
eficiaries enrolled in a Part D plan, PAP 
applicants must use 
one or more of the 
PAPs’ covered drugs 
and demonstrate fi-
nancial need. 

The pharmaceutical 
company has certified 
that it will coordinate 
data with the Centers for Medicare and 
Medicaid Services at HHS to ensure nei-
ther Medicare nor any Part D plan will pay 
for the free drugs. 

Financial Need
 The PAPs will notify the enrollees’ plans 
that the free drugs are provided outside 
the Part D benefit and no claims for pay-
ment of the drugs will be filed with a Part 
D plan. In addition, the assistance will 
not count toward the enrollee’s true-out-
of-pocket (TrOOP) spending under the 
Part D program. Eligibility for the PAPs’ 
assistance will be determined based solely 
on patients’ financial need, which will be 
determined in a reasonable way without 
regard to providers or the Part D plans, 
the OIG determined. 

According to the advisory opinion, once 
an enrollee begins receiving a drug for 
free from the PAPs, the assistance will 

continue for the re-
mainder of that year. 
An enrollee’s eligi-
bility for assistance 
in subsequent years 
will be reassessed 
each year, and the 
assistance will not 
begin until the en-

rollee has met the eligibility criteria in 
that year, the OIG said. 

The PAPs also will provide the patients 
with written certification that will notify 
them of their eligibility to receive the free 
drug for the remainder of the coverage 
year. The certification also will require 
the patient’s agreement that no attempt 
will be made to submit claims for the 
drug received and acknowledge that the 
drugs will not count toward the enrollee’s 
TrOOP. 

The safeguards substantially mitigate the 
risk that the PAPs’ drugs will be used to 
tie Medicare beneficiaries to particular 
outpatient prescription drugs payable by 
the Medicare Part D program. Further, 
the OIG determined that the safeguards 
reduce the risk that the PAPs’ drugs will 
be used to increase costs to the Medicare 
Part D program. 

The OIG determined that the proposed 
arrangement could generate prohibited 
payment under the anti-kickback statute 
if the requisite intent to induce or reward 
referrals of federal healthcare program 
business were present. However, the OIG 
concluded it would not impose adminis-
trative sanctions on the pharmaceutical 
company under sections 1128(b)(7) or 
1128A(a)(7) of the Social Security Act in 
connection with the proposed arrange-
ment. 

Resource
v  Advisory Opinion 07-04: www.oig.hhs.

gov/fraud/docs/advisoryopinions/2007/
AdvOpn07-04.pdf.

The safeguards will ensure the PAPs 

will operate entirely outside the Part 

D benefit, the OIG concluded, and thus 

there is a minimal risk of fraud and 

abuse under the Part D program. 

Cell Therapeutics To Pay $10.5 Million 
To Resolve Illegal Drug Marketing Charges

Cell Therapeutics Inc. (CTI) agreed to pay the United States 
$10.5 million to resolve allegations that it illegally mar-

keted anti-cancer drug Trisenox, the Department of Justice 
(DOJ) announced April 17. 

 According to the complaint,  Seattle-based CTI promoted the 
drug for various uses that were not approved by the Food and 
Drug Administration (FDA). The alleged “off-label” uses caused 
physicians to prescribe Trisenox to treat various forms of cancer 
for which the drug was neither approved by the FDA nor proven 
to be either safe or effective, a DOJ press release said. 

 The complaint, a whistleblower action filed under the False 
Claims Act, alleged that because of the company’s actions, 
physicians who prescribed Trisenox off-label unwittingly 
submitted false claims for reimbursement to the Medicare 
program from 2001 until 2005. In 2005, CTI sold Trisenox 
to another company, and the drug’s new owner halted the 
off-label promotion campaign, the government said in the 
statement. Cephalon Inc. now markets Trisenox. 
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What’s Next With Pod Laboratories?
This is the second of two parts. The first part was published in the April issue 
of G2 Compliance Report.

Peter Kazon, Esq., 

is senior counsel 

with Alston Bird 

(Washington, DC). 

He also serves 

as legal advisor 

to the American 

Clinical  

Laboratory  

Association.

In last month’s issue we talked about 
the definition of pod labs, why the lab 

and pathology industry are concerned, 
and the legal issues that pod labs create 
(such as potential kickbacks). The Health 
and Human Services Office of Inspector 
General (OIG), which enforces the anti-
kickback law, has often expressed concern 
about arrangements that are comparable 
to pods. The OIG issued an advisory 
opinion in 2004 (No. 04-17) that seemed 
to call into question the very structure 
of many pod arrangements and raised 
significant questions about them.

Kickbacks are just one of the legal issues 
raised by pods. Other legal issues raised 
by these arrangements are discussed 
below.

Self-Referral Issues
The Stark self-referral law prohibits 
physicians from referring Medicare and 
Medicaid work to entities with which 
they have a financial relationship. Unlike 
the anti-kickback law, there is no “intent” 
requirement under the Stark law. That is, 
one does not have to have a bad intent or 
the intent to induce referrals to violate 
the law. If the requirements of the Stark 
law are not met, it is violated regardless 
of the intention. 

The Stark law can be implicated by pod 
arrangements because they involve 
referrals from a physician to another en-
tity (the pod laboratory) with which the 
physician has a contract, which creates a 
compensation arrangement with the pod. 
As a result, a referral to the pod could be 

prohibited unless there is an exception 
that applies. 

To comply with the Stark law, most pods 
reportedly try to fit within one of two 
different exceptions in the law, the “In-
Office Ancillary Services Exception” or 
the “Physician Services Exception.” Each 
provision is fairly complex, and there are 
numerous issues involved with comply-
ing with each. In the proposed physician 
fee schedule rule (PFS) last year, CMS 
sought to clarify some of the provisions 
under each to prevent abuse. 

The in-office ancillary services exception 
is designed to permit members of a group 
practice to refer to each other, without vi-
olating the Stark self-referral prohibition. 
However, to qualify, the entity must meet 
certain requirements that are designed to 
ensure that it is operating as a part of the 
group practice and not simply as an out-
side supplier of services. One provision 
requires that the space where the services 
are performed meet the requirements of a 
“centralized building,” where the group 
provides these services to its patients.

Pod organizers take the position that the 
space dedicated to the individual group 
practice meets the definition of a central-
ized building for Stark purposes. This is 
why the personnel rotate among the vari-
ous cubicles, to ensure that the services 
are being furnished in the group’s “cen-
tralized building.” In Advisory Opinion 
04-17, the OIG raised some concerns 
about whether it was really possible to 
rotate personnel among these various 



www.g2reports.comMay 2007 www.g2reports.com May 2007

P • e • r • s • P • e • C • t • i • v • e • s�

www.g2reports.comMay 2007 www.g2reports.com May 2007

sites as required. It noted that it would 
be “virtually impossible to monitor” the 
arrangement, especially in an off-site fa-
cility and therefore there was a possibility 
of abuse, including overutilization and 
improper claims.

One of the proposals made by the Centers 
for Medicare & Medicaid Services (CMS) 
last year was designed to ensure that the 
space used as the “centralized building” 
met certain requirements. It proposed a 
requirement that the 
space had to be at 
least 350 square feet, 
although the limita-
tion would only have 
applied if there were 
four or more group 
practices providing 
services in the same 
building. In addition, CMS also proposed 
that the space had to include all of the 
equipment necessary to furnish substan-
tially all of the diagnostic services; that is, 
the equipment couldn’t be moved from 
one site to another.

Finally, CMS also asked for comments on 
whether there should be a requirement to 
have a full-time nonphysician employee 
on site, which again was designed to 
ensure that the space truly was used by 
the group on some significant basis. It 
also requested comments on whether 
there should be limits on locating the 
centralized building in states other than 
the one where the group was located, 
or beyond a certain distance from the 
group’s offices. It is not known what CMS 
will do this year, and whether it will reis-
sue these same restrictions. It does seem 
likely, however, that if CMS decides to 
act to limit pods, it will again focus on 
the “centralized building” requirement 
as a way to limit them.

The other exception that is sometimes 
utilized by pods is the physician services 
exception. Under this exception, a group 
member is permitted to make a referral 
to another group practice physician for 

physician services, such as pathology 
services, if the services are supervised by 
the other group practice physician. The 
physician performing or supervising the 
services does not have to be an employee 
or shareholder of the group; rather, he 
only has to qualify as a “physician in 
the group” (i.e., a physician who has a 
contract with the group to perform the 
services at issue). Thus, this exception 
could also apply to a referral from a group 
to a pod laboratory, in which case it could 

cover the pathology 
services furnished 
by the physician in 
the group. 

However, the defini-
tion of a physician 
in the group, like 
the in-office ancil-

lary services exception, contains limits 
on where the services can be performed. 
Although it does not use the term “cen-
tralized building,” it does require that 
the physician in the group furnish the 
services in the “group’s facilities.” Thus, 
in order to qualify for this exception, the 
cubicle or pod where the group’s testing 
is performed must be considered the 
group’s facilities.

In the PFS rule, CMS proposed that the 
same limitations for the centralized build-
ing would also apply to the term “group 
facilities.” Thus, they would also have 
to meet the 350 square feet requirement 
along with the other requirements. Again, 
if CMS acts this year to further define 
what constitutes a “centralized building,” 
it is also likely to impose similar limita-
tions on where other outside contractor 
physicians can perform those services.

Reassignment Provision
Another issue raised by pods is the “pro-
hibition on reassignment.” As discussed 
above, as a general rule, Medicare will 
only pay the physician or supplier that 
actually performs work. However, there 
are exceptions to this requirement that 
permit Medicare to pay other persons or 

It does seem likely  that if CMS  

decides to act to limit pods,  

it will again focus on the “centralized 

building” requirement as a way  

to limit them.
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entities, even though they did not actually 
provide the service. Again, these require-
ments are important here, because with-
out the exception, the 
group practice might 
have difficulty billing 
for the work done at 
the pod laboratory.

There have always 
been specific require-
ments that limit when 
a physician can bill 
for diagnostic tests, 
like pathology ser-
vices, that he has pur-
chased from another physician. Accord-
ing to current requirements, if a physician 
purchased the technical component of a 
service, then he could not charge Medi-
care more than he paid for the service and 
would have to perform the professional 
component (PC) himself. If a physician 
bought the PC, then similarly, he had to 
perform the technical component (TC), 
but in addition, the requirements stated 
that the physician purchasing the service 
could not also be the one who triggered 
the referral. 

These provisions could have limited the 
ability of many pods to operate, because in 
many instances, the group practice could 
be viewed as simply purchasing the TC 
and/or the PC of the service. However, in 
the Medicare Modernization Act of 2003 
(MMA), Congress enacted a new excep-
tion to the reassignment rules, which was 
read by some to avoid these long-stand-
ing restrictions on purchased diagnostic 
services. Under the new MMA require-
ment, a physician could bill for services 
furnished by another entity so long as the 
physician had a contractual arrangement 
with the supplier of the services.

In the PFS proposed rule, however, CMS 
acted to ensure that the limitations on the 
purchase of diagnostic tests should still 
apply even to those entities acting pursu-
ant to a contractual arrangement. As a re-
sult, CMS proposed to make explicit that 

the rules limiting the purchase of the PC 
or TC would still generally apply even if 
the purchaser had a contractual arrange-

ment with the physi-
cian who furnished 
the service. CMS also 
stated that it was 
reviewing whether 
the anti-markup pro-
vision that applies 
to the TC should be 
extended to apply to 
both the TC and the 
PC. Finally, it also 
would have made 

explicit the requirement that to purchase 
one service, the other component had to 
be performed by the group itself.

These changes also would have implica-
tions for the Stark law as well, because 
its provisions require that to qualify as a 
“physician in the group,” the physician 
must also comply with the reassignment 
requirements, which now would explic-
itly include the limitations on purchased 
testing discussed above.

Again, it is not clear what action CMS 
may take in this area, but it seems likely 
that it may again act to ensure that the 
current requirements on purchased diag-
nostic services are applied even to those 
situations where the supplier, like the 
pod laboratory, has a contract with the 
referring physicians.

In sum, it is unclear what action, if any, 
CMS will take with regard to pods in 
the coming year. However, if the agency 
follows up on actions from last year, it 
may impose new limitations on these 
arrangements, which may limit how the 
deals operate and how they have to be 
structured. This is an issue that clearly 
will require further scrutiny as the year 
progresses.  

Peter Kazon, Esq., can be reached at Alston 
& Bird, the Atlantic Building, 950 F St.,  
NW, Washington, D.C., 20004-1404. Phone: 
202-756-3334. E-mail: peter.kazon@alston.
com.

It is not clear what action CMS may 

take in this area, but it seems likely 

that it may again act to ensure that the 

current requirements on purchased 

diagnostic services are applied even to 

those situations where the supplier, like 

the pod laboratory, has a contract with 

the referring physicians.
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For example, the FAQs note that for pur-
poses of section 6032, an individual could 
be considered an entity as long as that 
person receives or makes payments total-
ing at least $5 million annually under the 
state Medicaid plan. Several of the FAQs 
address questions relating to what con-
stitutes an “entity” when an organization 
consists of multiple parts (e.g., a parent 
corporation with multiple subsidiaries). 
The FAQs repeatedly indicate that “[f]or 
purposes of section 6032 compliance, 
the entity is the largest separate orga-
nizational unit that furnishes Medicaid 
healthcare items or services and includes 
all sub-units of that organizational unit 
that furnish [such] items or services, even 
if the components are separately incorpo-
rated or located in different states.” An 
entity can potentially include a number 
of organizations, with multiple subsidiar-
ies, locations, tax identifier numbers, and 
provider numbers.

$5 Million Threshold
CMS indicates that for purposes of de-
termining whether an entity meets the $5 
million threshold for any given year, the 
relevant time period is the immediately 
preceding federal fiscal year. For example, 
in determining whether an entity must 
comply for calendar year 2007, the orga-
nization would determine whether it has 
received or made payments totaling $5 
million during the period Oct. 1, 2005, to 
Sept. 30, 2006.

Entities that receive payments both from a 
state Medicaid agency and from Medicaid 
managed care organizations (MCOs) are 
only required to count the funds received 
from the Medicaid agency, and need not 
count amounts received from Medicaid 
MCOs. Similarly, patient cost-sharing 
amounts need not be included.

When an entity receives payments from 
multiple states, those payments are not 
aggregated in determining whether the 
threshold is met. However, once an or-
ganization meeting the definition of an 

“entity” satisfies the $5 million annual 
threshold in one state, the entity must 
comply with section 6032 with respect to 
its employees in all the states in which it 
operates.

When a corporate parent has several com-
ponents operating in the same state, the 
amounts received or paid by its various 
subsidiaries must be aggregated if the 
parent itself: 1) is either a health system, 
or 2) itself provides Medicaid healthcare 
items or services, in which case the parent 
would constitute the “entity” under the 
guidelines described above.

Application To Contractors
A number of the FAQs address the ap-
plicability of Section 6032 to contractors 
of entities. CMS has previously indicated 
that covered contractors include those 
which, on behalf of the entity, furnish 
or otherwise authorize the furnishing of 
Medicaid healthcare items or services, 
or are involved in monitoring healthcare 
provided by the entity. CMS indicates that 
this includes supply vendors that provide 
products used in the furnishing of Med-
icaid healthcare services. It also includes 
contractors, such as contract therapists, 
physicians (including but not limited to, 
house staff, hospitalists, and independent 
contractors), and pharmacies.

Providers have previously expressed con-
cern that requiring contractors to adopt 
the policies of multiple entities would 
be unworkable and would subject the 
contractors to a multiplicity of potentially 
conflicting obligations. The FAQs con-
tinue to require that entities disseminate 
their policies to their contractors and that 
the contractors adopt them. However, 
CMS clarifies that a contractor is only 
required to abide by the policies of each 
entity in connection with the work the 
contractor performs for that entity.

Resource
v Employee Education About False 

Claims Recovery—Frequently Asked 
Questions: www.cms.hhs.gov/smdl/down-
loads/SMD032207Att1.pdf

False Claims Guidance,  from page 1
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Qui Tam Cases Falling, Could Be Good Sign

The number of healthcare-related qui 
tam whistleblower cases filed nation-

ally under the False Claims Act dropped 
by more than half from 2005 to 2006, 
signaling the possibility that hospitals 
and providers have adopted effective 
compliance programs, according to Amy 
Berne, chief of the civil division in the 
U.S. Attorney’s Office for the Northern 
District of Georgia.

In 2005, there were 268 healthcare qui tam 
cases filed around 
the country, but in 
2006 the number of 
cases filed was only 
110. Also, non-qui 
tam cases filed un-
der the False Claims 
Act have dropped by 
more than half, from 
34 in 2005 to 16 in 
2006, she said. Berne 
spoke March 19 at a health law and policy 
forum sponsored by the law firm of King 
& Spalding (Atlanta).

Berne said the statistics “show that, hope-
fully, things are getting better out there, 
so that we’re not getting as many cases.” 
Although she was not sure what caused 
the decrease, Berne speculated that “more 
and more hospitals and physicians and 
medical providers have established 
comprehensive and effective compliance 
programs, so therefore there’s less fraud 
for us to pursue.”

Interestingly, she said, while the qui 
tam caseload has dropped by more than 
half, the amount of money recovered 
has doubled, from $1.1 billion in 2005 to 
almost $2.3 billion in 2006.

In almost every case she has handled over 
10 years, the relators in the qui tam cases 
came to federal prosecutors only after 
first going to the provider to complain 
about a problem. “They were somewhat 

stonewalled or they were ignored and 
they then came” to federal prosecutors 
for help, she said.

Nursing Home Investigations
Speaking at the same conference, Scott 
Smeal, an assistant attorney general who 
leads Georgia’s State Healthcare Fraud 
Control Unit, said his investigators are 
looking at “insurance expense issues” 
at nursing homes “that are being passed 
through the cost reports.”

In a separate nursing 
home case, he said, 
the unit is investigat-
ing allegations “of 
acuity inflation.”

The state’s Depart-
ment of Community 
Health, he explained, 
pays nursing homes 
on a cost-based meth-

odology, but for the past several years, 
nursing homes reimbursed by Medicaid 
have been allowed an add-on cost of up 
to 4%, depending on the acuity level, 
or severity of the case. Smeal said the 
allegation is that the nursing home has 
committed “deliberate acuity inflation to 
trigger the add-on 4%.”

If the case “pans out,” Smeal said he 
might look for similar cases on the 
“Medicare side” under Part A and Part B. 
Smeal said he could not discuss specific 
information about either case because the 
investigations are continuing.

He said healthcare fraud investigators 
today are better able to handle complex 
investigations than they were a decade or 
more ago. Because of that, his office has 
hired more auditors and recently hired 
several nursing home investigators to 
help read patient charts and give auditors 
a “preliminary assessment” of potential 
fraud, he said.

While the qui tam caseload has 

dropped by more than half,  

the amount of money recovered 
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Tenet To Pay $10 Million In SEC Settlement

Tenet Healthcare Corp. (Dallas) has 
agreed to pay a civil penalty of $10 

million to settle charges brought by the 
Securities and Exchange Commission 
(SEC) concerning Medicare outlier pay-
ments prior to November 2002.

The civil settlement, filed April 2 in U.S. 
District Court in Los Angeles, arises from 
a civil complaint filed simultaneously by 
the SEC against Tenet and four former 

off i cers  o f 
the compa-
ny alleging 
violation of 
certain anti-
f r a u d  a n d 
d i s c l o s u re 
provisions of 
U.S. securi-
ties laws. The 
settlement, in 
which Tenet 
neither ad-

mitted nor denied the allegations, will 
resolve the SEC complaint against the 
company.

The SEC alleged that between 1999 and 
2002 Tenet engaged in an unsustainable 
strategy to reach its earnings targets by 
deliberately exploiting the Medicare re-
imbursement system. Tenet’s scheme al-
legedly involved outlier payments, which 
are designed to compensate hospitals for 
caring for extraordinarily sick Medicare 
patients. 

According to the SEC, Tenet’s manage-
ment realized the company could inflate 
its revenue from outlier payment by sim-
ply increasing the gross charges set by its 
hospitals. From 1999 to 2002, Tenet’s out-
lier revenue more than tripled and Tenet’s 
earnings goals were surpassed year after 
year. Tenet’s outlier growth from fiscal 
1999 to fiscal 2002 accounted for more 
than 54% of its cumulative growth in 
earnings per share from operations, the 
SEC said. Similarly, by fiscal 2002, Tenet’s 

outlier revenue comprised more than 40% 
of its earnings per share.

“By exploiting a loophole in Medicare 
regulations, Tenet embarked on an un-
sustainable strategy to turbocharge its 
earnings,” said Randall Lee, director of 
SEC’s Los Angeles regional office. “Yet 
even as Tenet’s strategy produced nearly 
half of its earnings per share, Tenet’s man-
agement kept investors in the dark about 
the central business strategy underlying 
its earnings growth.”

Dramatic Changes 
Since new management and a virtually 
new board assumed control of Tenet in 
2003, the company has undertaken dra-
matic changes in its operations, financial 
safeguards, governance, and compliance, 
according to Tenet officials.

“With this SEC settlement, we have now 
concluded all the investigations and 
litigation that arose after the outlier and 
other matters first surfaced in late Octo-
ber 2002,” said Peter Urbanowicz, Tenet’s 
general counsel. “Tenet today is virtually 
a new company. We are proud of the 
progress we have made in our commit-
ment to quality care for our patients and 
transparency in all our operations.

The settlement also concluded a separate 
SEC investigation into Tenet’s accounting 
treatment of certain managed care con-
tractual reserves taken at three hospitals 
in California before 2003. In January 2006, 
the company concluded its own special 
internal investigation of these contractual 
reserves by restating certain of its finan-
cial results for prior fiscal year.

As part of the settlement, the SEC said it 
will seek to deposit the $10 million civil 
penalty paid by Tenet into a “fair fund” 
to be distributed to eligible individu-
als and entities that demonstrate losses 
related to the value of their Tenet shares 
purchased or sold between April 12 and 
Nov. 7, 2002.

As part of the settlement, the SEC said it 
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or sold between April 12 and Nov. 7, 2002.
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OIG Signs Off On Credit Rewards To Nursing Home
Therefore, neither the transfer of rewards 
to the requestor nor the subsequent use 
of some rewards to buy items or services 
for the nursing home would give rise to 

sanctions under the 
Social Security Act.

Neither the issuers 
nor their sponsors will 
be healthcare entities 
or affiliated with the 
healthcare industry, 
the OIG said. They will 
not be in a position to 
receive or influence 
referrals of items or 
services covered under 

a federal healthcare program.

The requestor and the nursing home cer-
tified that they will appropriately reflect 
items and services obtained through the 
rewards on cost reports and claims sub-
mitted to a federal healthcare program 
to avoid grounds for the imposition of 
sanctions, the opinion said. The rewards 
to employees will be granted only to 
the requestor’s employees for furnish-
ing items or services for which payment 
may be made in whole or in part under 
Medicare, Medicaid, or other federal 
healthcare programs as performance-
based compensation for fulfilling the job 
duties, the OIG said.

Further, the OIG said, the requestor 
certified that the rewards would be 
characterized as part of an employee’s 
compensation for income tax purposes. 
The advisory opinion concluded that the 
proposed arrangement would not gener-
ate prohibited remunerations under the 
anti-kickback statute and, accordingly, 
the OIG would not impose administrative 
sanctions on the operator in connection 
with the proposed arrangement.

Resource
v Advisory opinion No. 07-03, available 

at www.oig.hhs.gov/fraud/docs/advisoryo-
pinions/2007/AdvOpn07-03.pdf.

A proposed arrangement to use  
rewards from credit cards to buy 

goods and services for a nursing home 
would not violate the anti-kickback stat-
ute, according to the 
Department of Health 
and Human Servic-
es Office of Inspector 
General (OIG).

In response to a request 
by the operator of a 
nursing home, the OIG 
in Advisory Opinion 
No. 07-3 concluded 
that the portion of the 
proposed arrangement 
involving rewards given by the operator 
to its employees comes within the statu-
tory exception and regulatory safe harbor 
for employee compensation.

The OIG emphasized that only the re-
questor’s bona fide employees would be 
eligible to receive the credit card rewards 
under the program. The risk of fraud and 
abuse is typically reduced with bona fide 
employer-employee relationships, in part 
because the employer is generally fully 
liable for the actions of its employees and 
is thus more motivated to supervise and 
control them, the OIG said.

The nursing home operator proposed to 
use credit cards issued in its name to buy 
goods and services for the nursing home 
and said it might seek reimbursement 
from Medicare and Medicaid for the costs 
associated with its credit card purchases. 
The credit card issuers provide rewards 
for the use of the credit cards, which will 
be used to purchase additional goods and 
services for the nursing home or given 
to the requestor’s employees as perfor-
mance-based compensation.

No Referrals Expected
The OIG noted that based on the facts 
presented in the request, there will be no 
referrals between the credit card issuers 
and the operator of the nursing home. 

The risk of fraud and abuse is 

typically reduced with bona fide 

employer-employee relationships, 

in part because the employer is 

generally fully liable for the  

actions of its employees and is 

thus more motivated to supervise 

and control them, the OIG said.
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Marketing Settlement: Two subsidiaries 
of Pfizer Inc. have agreed to pay $34.7 
million to resolve criminal allegations re-
lating to the marketing and promotion of 
the human growth hormone product Ge-
notropin, according to U.S. Attorney for 
the District of Massachusetts Michael Sul-
livan. One unit, Pharmacia & Upjohn Co. 
Inc., agreed to plead guilty to one count of 
offering a kickback to a pharmacy benefit 
manager, to pay a fine of $19.68 million, 
and to be excluded permanently from 
participation in federal health programs. 
Another part, Pharmacia & Upjohn Co. 
LLC, entered into a separate deferred 
prosecution agreement to resolve charges 
it promoted Genotropin for “off-label” 
use and agreed to pay $15 million.

DME Suppliers Noncompliant: A new 
report from the Health and Human Ser-
vices Office of Inspector General (OIG) 
has found that 45% of durable medical 
equipment companies in South Florida 
failed to comply with Medicare supplier 
standards. Based on the findings, the 
OIG report recommended the Centers for 

Medicare and Medicaid Services strengthen 
its enrollment process in a number of ways 
for durable medical equipment, prosthetics, 
orthotics, and supply (DMEPOS) companies. 
The tougher process should come in 11 areas, 
the report said, including conducting more 
surprise site visits, performing more rigor-
ous background checks of applicants, and 
requiring suppliers to post a surety bond. 
The report is available at www.oig.hhs.gov/oei/
reports/oei-03-07-00150.pdf.

Preventable Deaths: Among the 40 million 
Medicare hospitalizations, about 1.2 million 
experienced preventable medical errors, 
amounting to a nearly 3% incident rate from 
2003 to 2005, according to a study issued 
April 2 by HealthGrades, an independent 
healthcare ratings organization. Nearly 
250,000 Medicare patient deaths involving 
medical errors could have been prevented 
during the three-year time period, according 
to the fourth annual HealthGrades Patient 
Safety in American Hospitals Study. The 
study is available at www.healthgrades.com/
media/dms/pdf/PatientSafetyInAmericanHospi-
talsStudy2007.pdf.
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