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Court Ruling Bolsters Case for Repeal  
of Lab Competitive Bidding

An April 8 ruling granting a 
motion for a preliminary 

injunction to halt the Medicare 
laboratory competitive bidding 
project in San Diego appears to 
bolster the case for Congressio-
nal repeal of the project.

The ruling by federal court judge 
Thomas Whelan enjoins the De-
partment of Health and Human 
Services (HHS) from announcing 
winners in the demo project, oth-
erwise implementing and carry-
ing out the demo in San Diego, 
or further disclosing information 
included in the bid applications. 
The injunction remains in place 
until further order of the court.

HHS had anticipated announc-
ing winning bidders on or 
around April 11, with the ac-
tual demonstration to begin 

July 1. Peter Ashkenaz, an HHS 
spokesman, says the agency is 
disappointed with the court’s 
injunction because it believes it 
followed Congress’s direction in 
implementing the demonstra-
tion.

“CMS [the Centers for Medicare 
& Medicaid Services] was careful 
in designing the demonstration 
to ensure the quality of clinical 
laboratory services to Medicare, 
particularly the most vulnerable 
who reside in nursing homes and 
underserved areas,” he tells GCR. 
“Throughout the development 
of the laboratory competitive 
bidding demonstration, CMS 
has communicated with and 
sought input from the laboratory 
industry and other stakeholders 
to address the issues outlined in 
the suit.”

Preliminary Injunction Temporarily Blocks 
Enforcement of Anti-Markup Rule Provisions

A federal district judge has 
temporarily blocked the 

Centers for Medicare & Medic-
aid Services (CMS) from enforc-
ing a provision in a November 
2007 rule that would have made 
substantial changes to the way 
physicians bill for anatomic 
pathology diagnostic testing 
services (Atlantic Urological As-
sociates PA v. Leavitt). 

Judge Rosemary Collyer, with 
the U.S. District Court for the 
District of Columbia, entered a 
preliminary injunction March 
31 enjoining the enforcement of 
a provision in the anti-markup 
rule that applied to anatomic 
pathology diagnostic testing ser-
vices provided in a centralized 
building, as defined in physician 
self-referral 
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The lab industry’s focus now turns to 
Capitol Hill, where legislation to repeal 
the project alto-
gether is gaining 
steam. A repeal 
bill introduced in 
the House (H.R. 
3453) has 40 co-
sponsors, while a 
similar Senate bill 
(S. 2099) has eight 
cosponsors.

A l a n  M e r t z , 
president of the 
American Clinical 
Laboratory Asso-
ciation (ACLA), 
believes the repeal 
legislation could 
be rolled into a 
broader Medicare 
measure that Congress is likely to con-
sider in June. “We’re optimistic that 
we’re going to be part of the package 
this time.”

Irreparable Injury
In filing their request for an injunction, 
the three plaintiff laboratories—Sharp 
HealthCare, Scripps Health, and Internist 
Laboratory of Oceanside—argued that 
the competitive bidding demonstration 
“threatens to cause severe and irreparable 
injury” to the labs, as well as to their em-
ployees and patients. For example, Scripps 
estimated that it would lose a minimum 
of $1.9 million in revenue, which would 
lead to a reduction in services and laying 
off numerous employees.

In his ruling, Whelan agreed with the 
plaintiffs’ contention that the competi-
tive bidding demonstration could cause 
“irreparable injury to laboratories and 
patients,” in effect rejecting the federal 
government’s argument that because no 
winners or losers had been established 
in the demonstration, no one could have 
been harmed yet.

“The judge was crystal clear in finding 
that both laboratories and patients could 
be hurt,” said Mertz. “ACLA applauds the 

court for recogniz-
ing the harm this 
project will cause 
and for highlight-
ing the fatal flaws 
in the project.”

Whelan also not-
ed that even if the 
plaintiffs could 
not have estab-
lished irreparable 
injury, injunctive 
relief would be ap-
propriate because 
the plaintiffs iden-
tified significant 
hardships that 
would flow from 
losing the bidding 

competition.

“Aside from the economic injuries, 
Sharp and Scripps have identified severe 
challenges to their integrated medical 
network,” Whelan wrote. “Internists’ 
employees will be required to find other 
employment, and its owners would lose 
their livelihood. And the quality of pa-
tient health care (for Medicare beneficia-
ries and others) will diminish.

“The Secretary [of HHS] cannot identify 
hardships that even remotely rival those 
identified by plaintiffs,” Whelan contin-
ued. “At most, implementation of the 
demonstration project will be delayed for 
a period of months. Given that roughly 
five years have passed since Congress 
authorized the project, it is doubtful that a 
short delay will have a significant impact 
in the ultimate long-term goal of reducing 
Medicare costs.”

Merits of Case
Whelan also ruled that the plaintiffs were 
likely to prevail on a number of merits of 
the case, which also supported the tempo-

Lab Competitive Bidding,  from page 1

“The Secretary [of HHS] cannot  

identify hardships that even remotely  

rival those identified by plaintiffs.  

At most, implementation of the  

demonstration project will be delayed 

for a period of months. Given that 

roughly five years have passed since 

Congress authorized the project,  

it is doubtful that a short delay will 

have a significant impact on the  

ultimate long-term goal of  

reducing Medicare costs.”

—Thomas Whelan
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Pathologists Fight United Healthcare  
for Nonpayment in Class-Action Suit 

More than 51 pathology groups 
representing approximately 300 

pathologists have been granted approval 
to seek a class action judgment against 
United Healthcare of Illinois for mil-
lions of dollars of damages relating to 
nonpayment, according to Greg Brodek, 

a partner at Duane 
Morris LLP, the law 
firm representing the 
plaintiffs.

The lead plaintiff, 
Associated Pathol-
ogy Consultants, S.C. 
(APC; Naperville, 
Ill.), contends that be-
ginning in July 2004, 
United Healthcare of 
Illinois unilaterally 

stopped paying for the professional com-
ponent of clinical pathology work. 

“United contends that we do not have 
a role in the provision of those services 
and that we are paid by the hospital for 
the provision of these services, which 
is factually inaccurate,” said Richard 
Anderson, M.D., president of APC and 
the client representative. “There was 
not only no negotiation, there was no 

prior notification. One day we are get-
ting paid for these services, and the next 
day we are not.” While APC continues 
to provide services to United Healthcare 
patients, it has not been reimbursed for 
these services.

All attempts to contact United—by at-
torneys, APC, and related billing com-
panies—have been unsuccessful. “What 
made this incredibly frustrating was that 
United took a national position that it 
would no longer pay for these services, 
period, end of discussion,” said Brodek. 

Moving forward, there will be a hearing 
scheduled to decide the merits of the case. 
In the meantime, Brodek is working on 
quantifying the plaintiff’s monetary dam-
ages. He currently estimates the shortfall 
damages to be in the tens of millions of 
dollars. But in addition to recovering 
these payments, the plaintiffs are also 
seeking a judgment for United to restore 
the payment for the professional compo-
nent. “We remain committed to achieving 
two goals: one, to recover those dollars 
that we will prove have been underpaid 
to the pathologists and two, to get a rec-
ognition of these payments going forward 
in some manner,” said Brodek. 

rary injunction. For example, the plaintiffs 
alleged that HHS violated the notice and 
comment requirements of the Adminis-
trative Procedures Act (APA). Although 
HHS contended that its notice and com-
ment activities were sufficient, Whelan 
believes the plaintiffs have established a 
likelihood of success on that count.

The plaintiff laboratories also argued that 
HHS violated the controlling statute by 
expanding the scope of the demonstration 
projects. According to the plaintiffs, the 
statute authorizes the secretary of HHS 
to conduct a demonstration project only 

with respect to clinical laboratory tests. 
The secretary, however, is also requiring 
laboratories to bid on the price charged 
for collecting and handling laboratory 
specimens.

While HHS argues that it has broad 
authority to conduct the demonstration 
project, Whelan agreed with the plaintiffs 
that Congress did not intend the term 
“laboratory test” to include specimen 
collection. Thus, the plaintiffs have es-
tablished a likelihood of success on this 
claim as well, Whelan said. 

“We remain committed to  

achieving two goals: one,  

to recover those dollars that we 

will prove have been underpaid 

to the pathologists and two, to 

get a recognition of these  

payments going forward  

in some manner.”  

—Greg Brodek
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Confusion Over Physician Signature Requirements  
Creating Problems for Clinical Laboratories

Language included in a transmittal 
issued by CMS in January is creating 

significant difficulties for clinical labora-
tories with respect to the agency’s long-
standing policy that orders for clinical 
laboratory services do not require physi-
cian signatures.

In the past month, several laboratories 
have reported receiving requests from the 
contractor overseeing the Comprehensive 
Error Rate Testing (CERT) program for 
an original requisition slip signed by 
the ordering physician, according to the 
American Clinical Laboratory Associa-
tion (ACLA). At issue is Transmittal 80 
(Change Request 5743), issued Jan. 11, 
2008, which defines a test order, in part, 
as “a written document signed by the 
treating physician/practitioner, which is 
hand-delivered, mailed, or faxed to the 
testing facility.”

The transmittal also deleted a 
provision of the Medicare Car-
riers Manual that specifically 
reflected CMS’s long-standing 
policy that physician signatures 
are not required on orders for 
clinical laboratory services.

CLIA regulations, which gov-
ern laboratory testing, have his-
torically required only that the 
physician’s name, not his or her 
signature, be provided on the 
test requisition. As part of the 
Balanced Budget Act of 1997, 
Congress required a negotiated 
rulemaking process to simplify 
administrative requirements 
for clinical diagnostic labora-
tory services. Over the course 
of a year, representatives from 
CMS and 18 different labora-
tory and medical groups met 
nine times.

One of the issues discussed in the course 
of the process was whether or not a 
physician signature was required on a 
laboratory requisition, notes ACLA. “As 
a result of those meetings, and with the 
full and complete agreement of HCFA 
[now CMS], it was determined that a 
physician signature was not required on 
a laboratory requisition,” writes ACLA in 
an April 1 letter to CMS. This policy has 
since been restated in a number of Federal 
Register notices and transmittals.

As a result of this confusion, the CERT 
contractor is now threatening to recoup 
millions of dollars from clinical labora-
tories because it believes the orders re-
ceived by laboratories were invalid since 
they lacked a physician signature, notes 
ACLA. The association has asked CMS to 
clarify the issue by reinserting the deleted 
language.

G-2 audio conference . . .

Court Halts Competitive Bidding Demo 
Start-Up: Ramifications & Outlook for the 

Lab Industry

May 8, 2008 • 2:00-3:30 p.m.

Finding that a Medicare laboratory competitive 
bidding demonstration project in San Diego, Calif., 
could cause “irreparable harm” to affected labs and 
patients, a federal court judge recently granted a 
motion temporarily halting the demo.

Whether the April 8 decision represents a temporary 
setback to the government or a final knockout blow 
for lab interests will depend on a number of key vari-
ables. Join Washington G-2 Reports as top legal and 
industry experts discuss this landmark legal ruling.

v Understand the recent court ruling in the com-
petitive bidding case

v Learn how the decision is playing on Capitol Hill 
efforts to repeal the lab demo project

v Assess how the ruling could impact future lab 
payments

www.g2reports.com
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Medicare Part A Proposed Rules Near Finalization

	 Jeffrey	Bates	 Lena	Robins	 Chris	Rossman	 Lawrence	Vernaglia

After several years of deliberation, the 
Centers for Medicare & Medicaid 

Services (CMS) is likely to finalize new 
and restrictive Medicare Part A appeal 
requirements in the near future. These 
rules will dramatically limit the historical 
practices of hospitals and other provid-

ers challenging cost 
report-based interme-
diary determinations 
found in the Medicare 
Notice of Program Re-
imbursement (NPR). 
Providers will need to 
implement new and 
different management 

approaches in order to rapidly respond to 
NPRs once these rules are in effect. 

Background
On June 25, 2004, CMS issued proposed 
rules that would update, clarify, and re-
vise various provisions of the regulations 
governing the Medicare Part A provider 
appeal process. Normally, CMS is re-
quired to publish final rules within three 
years after publication of proposed rules. 
However, the agency stated that it was 
unable to meet the three-year deadline 
due to the complexity of the policy and 
legal issues raised in the public comments 

that it received, and it extended the dead-
line for publication of the final rule for an 
additional year, until June 25, 2008. The 
proposed rules are currently before the 
Office of Management and Budget (OMB) 
for its review, which is typically the last 
step before proposed rules are issued as 
final rules. Depending on the OMB’s ac-
tion, the proposed rules may be issued in 
final form in the near future. 

The proposed rules would make a num-
ber of significant changes to the appeal 
process before the Provider Reimburse-
ment Review Board (PRRB). Most of the 
regulations governing the appeal process 
at the PRRB are approximately 30 years 
old. CMS stated that it expected that re-
visions to the appeal regulations would 
lead to a more effective and efficient ap-
peal process and would help the PRRB 
reduce its backlog of approximately 
10,000 cases. 

What follows are some of the most signifi-
cant changes in the proposed rules. 

Limitation on the Addition of Issues  
to the Appeal
The most controversial aspect of the rules 
is the proposal to limit the right of pro-

CMS stated that it expected that 

revisions to the appeal regula-

tions would lead to a more effec-

tive and efficient appeal process 

and would help the PRRB reduce 

its backlog of approximately 

10,000 cases.
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viders to add issues to an existing PRRB 
appeal. Under current regulations, a 
provider may add a specific matter to the 
original hearing re-
quest at any time be-
fore the commence-
ment of the hearing. 
This permits provid-
ers to add issues that 
come to light based 
on further review of 
the cost report or the 
fiscal intermediary’s 
audit report. Under 
the current rules, 
providers are not 
required to explain 
why they did not 
include the issue in the original hearing 
request, and there is no penalty for add-
ing issues after the hearing request has 
been submitted. 

Often providers do not learn about im-
portant legal and reimbursement devel-
opments until years after the issuance of 
the NPR. The current rules allow provid-
ers to incorporate those developments 
into their PRRB appeals as they learn of 
favorable decisions by the PRRB or the 
courts in other cases. 

Furthermore, at the time an appeal is 
filed, providers may not possess all of 
the facts or documentation with which 
to determine whether a particular is-
sue should be appealed. Indeed, some 
providers may avoid appealing certain 
issues because they are not certain that 
an appeal would be meritorious, but may 
do so once further research or factual de-
velopment confirms that an issue is suit-
able for appeal. Under the proposed rules, 
providers would be allowed to add issues to 
their original hearing request only within 60 
days after the expiration of the time limit for 
making the original appeal request. 

As under current regulations, providers 
would have 180 days from the date on 
which the fiscal intermediary issues its 

NPR to file their appeals. Thus, providers 
would be barred from adding issues to an 
appeal later than 240 days after issuance 

of the NPR. There 
are no exceptions 
to this time limit, 
whether for good 
cause or for any 
other reason. 

As justification for 
this proposal, CMS 
states that permit-
ting the addition of 
issues at any time 
before the hearing 
is untenable and 
that the availability 
of a long period 

for adding issues has become a major 
obstacle to the PRRB’s efforts to reduce 
its case backlog. 

In fact, there are many reasons for the 
PRRB’s backlog, and it is questionable 
whether the addition of issues to existing 
appeals is a significant factor contribut-
ing to the backlog. Furthermore, in light 
of the fact that appeals are not scheduled 
for hearing for at least several years after 
the appeal is filed, there is little justifica-
tion for the proposed 60-day time limit 
for adding issues. Indeed, the current 
rules use the hearing date (which is set 
by the PRRB and not by the provider 
or the intermediary) as the deadline for 
adding issues. 

If the proposed time limit on adding is-
sues to an appeal is adopted, providers 
will be required to conduct a comprehen-
sive review of the cost report and the NPR 
in order to identify all of the issues that 
should be appealed. The proposed rules 
likely would result in providers appeal-
ing more issues in their hearing requests 
as “protective filings” or placeholders. 

If the provider is unable, at the time of fil-
ing an appeal, to make a final decision as 
to whether an issue should be appealed, 

If the provider is unable, at the time  

of filing an appeal, to make a final 

decision as to whether an issue  

should be appealed, it most likely 

will include the issue in the hearing 

request in order to preserve its appeal 

rights. Thus, it is questionable whether 

the proposed time limit on adding 

issues will have the desired effect of 

expediting the PRRB appeal process.
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it most likely will include the issue in the 
hearing request in order to preserve its 
appeal rights. Thus, it 
is questionable wheth-
er the proposed time 
limit on adding issues 
will have the desired 
effect of expediting the 
PRRB appeal process. 

CMS did not explain 
in the proposal how 
the rules would apply 
to existing appeals, 
and it is unclear how 
they would apply ret-
roactively to existing appeals. CMS also 
might include a provision limiting the 
time period for providers with existing 
appeals to add issues to their appeals. 
While there would be grounds to chal-
lenge such an application on due process 
grounds or as retroactive rulemaking, 
providers should be aware that this is a 
possibility. 

In light of the possibility that the right to 
add issues may be restricted if and when 
the proposed rules are finalized, provid-
ers should evaluate whether there are 
additional issues that should be added to 
their existing appeals and should include 
all likely appeal issues in future hearing 
requests.

Failure to Follow PRRB Rules
CMS proposes to add a new regulation 
that would specify that the PRRB has 
authority to take appropriate actions for 

failure to follow es-
tablished procedural 
requirements or for 
inappropriate con-
duct during hearings. 
If the provider fails 
to meet any filing 
or procedural dead-
lines or other require-
ments established by 
the PRRB, the PRRB 

could dismiss the appeal, issue an order 
requiring the provider to show cause why 

the PRRB should not 
dismiss the appeal, or 
take other appropri-
ate action. 

If the intermediary 
fails to meet any fil-
ing or procedural 
requirements set by 
the PRRB, the PRRB 
could issue a decision 
based on the written 
record submitted up 
to that point or take 

other appropriate action. The express 
statement that the PRRB may issue a de-
cision even though the intermediary has 
not filed a position paper or taken other 
action is an important reminder. 

Currently, intermediaries that delay fil-
ing position papers in PRRB cases suffer 
little consequence, other than formal 
reprimands from the PRRB to the CMS. 
If the PRRB would rule regularly in favor 
of providers’ substantive positions when 
the intermediaries fail to participate ac-
tively in the appeal process, it would do 
much to facilitate the prompt resolution 
of appeals.

Reopening Procedures
The proposed rules would provide that a 
change of legal interpretation or policy by 
the CMS in a regulation, CMS ruling, or 
CMS general instruction is not a basis for 
reopening a CMS, PRRB, or intermediary 
decision. Thus, reopenings would not be 
permitted based on a change in legal in-
terpretation or policy. Prior court rulings 
have made it clear that providers have no 
right to appeal a refusal to reopen.

This restriction on reopenings is a signifi-
cant statement to providers that under-
scores the importance of filing appeals 
to protect their rights through the formal 
appeal process and not to rely on the pos-

There are a number of areas 

in which the draft instructions 

overlap or are inconsistent with 

provisions of the proposed rules. 

The PRRB has indicated that it 

will not finalize the provisions of 

the draft instructions until the 

proposed rules are finalized. 

This restriction on reopenings  

is a significant statement to 

providers that underscores the 

importance of filing appeals to 

protect their rights through the 

formal appeal process and not 

to rely on the possibility that 

an intermediary might agree to 

reopen a prior determination.
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sibility that an intermediary might agree 
to reopen a prior determination.

PRRB Draft Instructions
Subsequent to publication of the pro-
posed rules, the PRRB in February 2005 
issued draft instructions that would 
further restrict the procedures for PRRB 
appeals. These draft instructions were 
not promulgated in accordance with the 
notice and comment provisions of the 
Administrative Procedure Act and are 
separate from the proposed rules. There 
are a number of areas in which the draft 
instructions overlap or are inconsistent 
with provisions of the proposed rules. The 
PRRB has indicated that it will not finalize 
the provisions of the draft instructions 
until the proposed rules are finalized. 

The most significant and controversial 
aspect of the draft instructions concerns 
the appeal information and documenta-
tion that must be submitted with the 
provider’s hearing request. Under the draft 
instructions, providers in their initial hearing 
request would be required to provide the ex-
planation and documentation that currently 
is required in the provider’s preliminary posi-
tion paper. 

In the hearing request, the provider 
would be required to state, in numbered 
paragraphs, the material facts supporting 
the provider’s claim. If any documents 
necessary to support the appeal were not 
furnished previously to the intermediary, 
the provider would be required to send 

those  docu-
ments to the 
intermediary 
with the hear-
ing request . 
The provider 
would have to 
describe any 
legal issues in 
dispute and 
the authorities 

upon which it relies. This would consti-
tute a major change to the current notice 

filing for appeals and would greatly in-
crease the burden on the provider in the 
early stages of the appeal.

Action Steps for Providers
As noted above, neither the proposed 
rules nor the draft instructions are cur-
rently in effect. Given that the proposed 
rules are now at the OMB for review, it 
is likely that the proposed rules (or some 
variation of them) could be issued as final 
rules in the near future. It is unknown 
whether or when the draft instructions 
might be finalized. In light of the im-
pending rule changes, it is advisable that 
providers take steps now to prepare for 
significant restrictions to their abilities 
to challenge NPR determinations in the 
event that the proposed rules or draft in-
structions are issued in final form. These 
steps include: 

v Assessment of existing appeals already 
filed with the PRRB, with the goal of 
determining whether there are addi-
tional issues that need to be included 
in the appeal and what information 
or research is necessary to make a 
decision regarding those issues. If 
the restriction on adding issues to the 
proposed rule is retroactively applied 
to existing appeals, providers will need 
to be prepared to include additional 
issues in their appeals within a short 
time. 

v Evaluation of providers’ internal 
processes and resources for prompt 
review and analysis of NPRs. If the 
draft instructions are finalized, provid-
ers will need to file a thorough appeal 
brief within 180 days of the issuance 
of the NPR. Providers should assess 
whether additional internal or external 
resources will be needed to accomplish 
this.

The authors can be reached through Foley 
& Lardner, www.foley.com. Jeffrey Bates, 
213-972-4682; Lena Robins, 202-295-4790; 
Chris Rossman, 313-234-7112; Lawrence 
Vernaglia, 617-342-4079.

In light of the impending rule changes, 

it is advisable that providers take  

steps now to prepare for significant  

restrictions in their abilities to  

challenge NPR determinations in the 

event that the proposed rules or draft 

instructions are issued in final form.
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regulations (known as the Stark rules). 

The outcome of the ruling means physi-
cians and other providers can continue, 
for now, billing for such services as they 
did before the November 2007 rule. The 
injunction holds until either a trial based 
on the merits of the case or until further 
action is taken by the court. 

CMS published the final anti-markup rule 
in November 2007. However, in January, 
the agency delayed the effective date for 
one year except in two circumstances, 

one of those being 
the application of 
the rule to anatomic 
pathology diagnostic 
testing services fur-
nished in a central-
ized building. 

At that time, CMS 
said those testing ser-

vices, often delivered through so-called 
pod lab arrangements, were a chief con-
cern because physician lab owners used 
a perceived loophole in the Stark rule to 
profit from referrals to such labs. 

The second exception to the January 
delay of the anti-markup rule pertained 
to the technical component of purchased 
tests. The March 31 preliminary injunc-
tion did not cover that exception, and the 
anti-markup rule continues to apply in 
those claims. 

The case was brought against Health 
and Human Services Secretary Michael 
Leavitt by three urology physician group 
practices that own and operate pathology 
laboratories: Atlantic Urological Associ-
ates PA, Urology Center of Alabama PC, 
and Urology Care Inc. Also named in 
the lawsuit were Sam Michaels, a self-
employed pathologist; Uropath LLC, a 
company that manages various pathol-
ogy laboratories; and Uropath’s director, 
Rebecca Page. 

Likelihood of Success
The court said the plaintiffs had shown a 

likelihood of success based on the merits 
and that the government would not suffer 
significant harm if the injunction were 
granted. 

Attorney Dan M. Peterson, Fulbright & 
Jaworski LLP, Washington, who repre-
sented the plaintiffs, said one form of 
relief the case sought was a delay in the 
anti-markup rule for anatomic pathol-
ogy diagnostic services in the same way 
CMS had delayed most other provisions 
in the rule. 

Peterson said the plaintiffs also asked that 
the anti-markup rule be struck down in 
so far as it applied to anatomic pathology 
services. However, he noted that CMS 
had said it would engage in new rule-
making or provide clarifying guidance on 
the November rule later this year. 

He further said that the case did not 
contest the delay of the anti-markup rule 
provisions as they may apply to other 
services, such as radiology diagnostics. 

No Comment Period
The court also said that the HHS secretary 
had issued the January final rule that 
delayed the November anti-markup rule 
without formal notice and comment pe-
riod, although the secretary said the rule 
was issued pursuant to an “informal” 
comment period. 

“The court thus finds that this consti-
tutes evidence in support of a finding of 
arbitrary and capricious rulemaking, evi-
dence sufficient to support a preliminary 
injunction,” Collyer wrote. 

HHS argued to the court that the provider 
plaintiffs lacked standing to bring the 
lawsuit because provider claims under 
the Medicare Act must be channeled 
through HHS’s administrative process. 
However, the plaintiffs countered that 
the exception to the rule permits federal 
jurisdiction where the statute’s applica-
tion would result in no review at all. Fur-
thermore, the court determined it need 
not decide the jurisdictional issues before 
entering a preliminary injunction. 

Anti-Markup Rule,  from page 1

The court said the plaintiffs had 

shown a likelihood of success 

based on the merits and that the 

government would not suffer 

significant harm if the injunction 

were granted. 
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Clinic Exec Gets Prison Term for Upcoding Claims

Florida Lab Settles False Claims Allegations

A former executive of a medical clinic 
in Texas is to serve a 30-month prison 

term for filing fraudulently coded claims 
and diagnosis codes to Medicare, Medic-
aid, and private insurance companies in 
order to receive higher payments than 
those authorized by the payers, U.S. At-
torney for the Northern District of Texas 
Richard B. Roper announced March 14 
(United States v. Edwards). 

Judge Sam R. Cummings of the U.S. 
District Court for the Northern District 
of Texas also ordered defendant An-
gela Michelle Edwards to pay $370,657 
in restitution. Edwards is the former 
chief executive officer of Oasis Medical 
Clinic in Plainview. The clinic is now in 
bankruptcy. Edwards pleaded guilty in 
November 2007 to one count of health 
care fraud. 

From approximately January 2002 until 
August 2005, Edwards admitted that she 
upcoded and improperly coded claims 
that were submitted to the health care 
benefit programs. Although Edwards 
knew that only clinicians were autho-
rized to make diagnoses and determine 
the level of a patient visit for payment 
purposes, she personally changed bills 
submitted by the clinicians. 

The defendant also admitted that she 
taught her billing staff to routinely change 

bills by filing claims with the payers for vis-
its with added higher-level encounters. 

The indictment alleged that Edwards 
added diagnoses, laboratory tests, and/
or symptoms that were not listed or in-
dicated on the original claim form by the 
clinician. 

In one January 2003 medical invoice 
described in the information, a clinician 
assigned a visit code of 99201, a code for a 
first-time patient encounter of 10 minutes 
that involved a problem-focused history, 
a problem-focused examination, and 
straightforward medical decisionmaking, 
according to court documents. However, 
Edwards directed the code be changed 
to 99203 for that of a first-time patient 
encounter of about 30 minutes, involving 
a detailed medical history, a detailed ex-
amination, and medical decisionmaking 
of low complexity. 

The upcoded claim caused Medicaid to 
wrongfully pay an additional $68.74 for 
the patient visit, Edwards admitted in her 
plea agreement. 

Edwards also admitted that she caused 
poor banking and accounting records to 
be kept. In addition, she admitted taking 
money from Oasis’s accounts for personal 
expenses during her tenure as chief ex-
ecutive officer.

A Sarasota, Fla., laboratory and its 
owner will pay $461,000 to settle civil 

allegations they submitted false claims to 
Medicare, federal authorities announced 
March 17 (United States ex re. Jane Doe v. 
Acculab Laboratories Inc.). 

Under a settlement of a qui tam law-
suit originally brought under the False 
Claims Act by a “Jane Doe” plaintiff, the 
payment by Acculab Laboratories Inc. 

and its president and owner, Joseph T. 
DeGregorio, will settle allegations the 
company submitted claims to Medicare 
for laboratory services that were not 
ordered, not provided, not medically 
necessary, or improperly unbundled, the 
Department of Justice said in a written 
statement. Of the settlement amount, the 
unidentified whistleblower/relator will 
receive $92,200, the statement said. 
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ACLA Challenges Medicare Ruling on Ionized Calcium

In the complaint, the relator questioned 
Acculab’s procedure for recording patient 
medical information on requisition forms. 
Under standard procedures, the physi-
cian diagnosing a patient determines the 
medical diagnosis (ICD-9) code for the 
patient, the complaint said. 

Acculab management, however, directed 
the relator to enter ICD-9 diagnosis codes 
on patient requisition forms when there 
was no diagnosis code listed and to 

change ICD-9 diagnosis codes when the 
diagnosis code had been rejected as not 
payable, the complaint stated. 

“The relator alleges that the Acculab 
phlebotomy draw stations were provided 
with ‘cheat sheets’ that listed all of the 
various payable ICD-9 diagnosis codes 
that the phlebotomist could use to fill in 
the patient medical history on the requisi-
tion forms instead of contacting the refer-
ring doctor,” the complaint stated.

The American Clinical Laboratory 
Association (ACLA) is challenging a 

recent transmittal issued by the Centers 
for Medicare and Medicaid Services 
(CMS) establishing ionized calcium as 
a test to be included in the automated 
multichannel chemistry (AMCC) panel 
payment algorithm.

For 2008, the American Medical Asso-
ciation (AMA) created a new CPT code 
for a new Basic Metabolic Panel that 
includes ionized calcium, notes ACLA. 
This code, CPT 80047, includes seven 
common chemistry tests, plus an ionized 
calcium (CPT 82330). Ionized calcium is 
not a commonly ordered test, but it was 
included in this panel because a new 
point-of-care, hand-held instrument—the 
I-Stat, developed by Abbott—is capable 
of performing all of these tests at the 
bedside.

Another similar panel, also called a Basic 
Metabolic Panel (CPT code 80048), has 
existed for quite some time, and that 
panel includes a regular, total calcium, 
rather than an ionized calcium. The I-Stat 
is not able to perform the regular, total 
calcium.

Transmittal 83 (Change Request 5874) 
creates a new automated test panel (ATP) 
code to designate that the new Basic 
Metabolic Panel with ionized calcium 
would be paid under the AMCC panel 

payment algorithm. Basically, this means 
that new code 80047 is paid for as an 
automated chemistry panel composed 
of eight tests.

In addition, CMS has also indicated that 
for ESRD dialysis patients, the new Basic 
Metabolic Panel will be considered a com-
posite rate test when the ionized calcium 
is done to replace the serum calcium. 
What’s more, CMS included the ionized 
calcium in the calculation of the 50/50 
rules applicable to ESRD patients. Under 
the 50/50 rule, if half or more of the tests 
in a chemistry panel are included in the 
ESRD composite rate, then the entire 
panel is considered part of the composite 
rate and will not be paid for.

“ACLA believes that the new policy of 
CMS is erroneous on several fronts,” 
writes ACLA in a March 14 letter to 
CMS. “First, it is incorrect to consider the 
ionized calcium included in 80047 as an 
automated chemistry test as it does not 
meet the criteria for such test. As a result, 
it is also incorrect to pay for it based on 
the AMCC payment algorithm. 

“Further, it is inappropriate to consider 
the ionized calcium as an ESRD test 
because it is not routinely or commonly 
used for ESRD patients. Finally, it is in-
correct to include ionized calcium in the 
50/50 rule.” ACLA has asked CMS to 
withdraw Transmittal 83.



News-At-A-Glancethe Back Page 

❑ 	YES, enter my one-year subscription to the G-2 Compliance Report 
(GCR) at the rate of $469/yr. Subscription includes the GCR newsletter, 
The G-2 Compliance Resource Guide, the Quarterly Compliance Tips 
on Video, and electronic access to the current and all back issues at 
www.ioma.com/g2reports/issues/GCR. Subscribers outside the U.S. 
add $100 postal.*

❑  I would like to save $188 with a 2-year subscription to GCR for $750*

❑  YES, I would also like to order CLIA Compliance Handbook: A Guide 
for the Clinical Laboratory, 2nd Edition for just $495

  Ordered by:

Name ___________________________________________  

Title ____________________________________________

Company/Institution ______________________________

Address _________________________________________

City _____________________State _______Zip ________

Phone  ___________________Fax ____________________

E-mail address ___________________________________

 Please Choose One:
❑ Check Enclosed (payable to Washington G-2 Reports)

❑ American Express ❑ VISA ❑ MasterCard

Card # _________________________Exp. Date __________

Cardholder’s Signature ______________________________

Name As Appears On Card ___________________________

Mail to: Washington G-2 Reports, 1 Washington Park, Suite 1300, Newark, 
NJ 07102-3130. Or call 973-718-4700 and order via credit card or fax 
order to 973-622-0595

G-2 Compliance Report Subscription Order or Renewal FormG-2 Compliance Report Subscription Order or Renewal Form

© 2008 Washington G-2 Reports, a division of the Institute of Management and Administration, Newark, NJ.  All rights reserved.  Copyright and licensing 
information: It is a violation of federal copyright law to reproduce all or part of this publication or its contents by any means. The Copyright Act imposes 
liability of up to $150,000 per issue for such infringement.  Information concerning illicit duplication will be gratefully received.  To ensure compliance 
with all copyright regulations or to acquire a license for multi-subscriber distribution within a company or for permission to republish, please contact 
IOMA’s corporate licensing department at 973-718-4703, or e-mail jping@ioma.com.  Reporting on commercial products herein is to inform readers only 
and does not constitute an endorsement. 	G-2	Compliance	Report  (ISSN 1524-0304) is published by Washington G-2 Reports, 1 Washington Park, Suite 
1300, Newark, NJ 07102-3130. Tel:  973-718-4700.  Fax: 973-622-0595. Order line: 212-629-3679. Web site: www.g2reports.com.  

Kimberly Scott,	Senior Editor;	Dennis Weissman, Executive Editor; Janice Prescott, Sr. Production Editor; Perry Patterson, Vice President and Publisher; Joe Bremner, President. 

Receiving duplicate issues? Have a billing question? Need to have your renewal dates coordinated?  We’d be glad to help you. Call customer service at 973-718-4700.

*By purchasing an individual subscription, you expressly agree not to reproduce 
or redistribute our content without permission, including by making the content 
available to non-subscribers within your company or elsewhere.

False Claims Amendments: The Senate 
Judiciary Committee April 3 unanimously 
approved an amended version of the False 
Claims Act (FCA) Correction Act of 2007 
(S. 2041), containing a number of revisions 
to the original bill as recommended by 
the Department of Justice. Sen. Chuck 
Grassley (R-Iowa) introduced the bill 
in September 2007 to fix what he called 
misinterpretations by federal courts of 
the 1986 whistleblower amendments that 
prevented government employees from 
acting as qui tam relators.

Stark Guidance: The Centers for Medi-
care & Medicaid Services (CMS) may 
begin issuing more interpretive and 
subregulatory guidance to hospitals and 
doctors on the physician self-referral 
rules, according to CMS Technical Pay-
ment Division Director Donald Romano. 
Speaking at the American Conference 
Institute’s Symposium on Healthcare 
Fraud Investigations, Romano said he 
would like to see the agency communicate 
to health care providers and institutions 
about the Stark regulations beyond formal 
rulemaking to address uncertainties and 

questions that arise about the complex rules. 
Among ideas CMS is considering are special 
Stark alerts that would address specific self-
referral issues as they arise, such as common 
questions from providers or questionable 
arrangements in place at multiple facilities. 
The alerts would be similar to special fraud 
alerts occasionally issued by the Department 
of Health and Human Services Office of In-
spector General (OIG).

Advisory Opinion Payment: The Depart-
ment of Health and Human Services Office 
of Inspector General (OIG) has eliminated the 
$250 down payment for advisory opinions 
and has changed payment procedures for 
requesters seeking advisory opinions. Re-
questors are still required to pay a fee equal 
to the cost of preparing an advisory opinion. 
However, the OIG will no longer require an 
initial payment at the time of the request. 
Advisory opinions will be released after re-
questors pay the full fee appropriate for their 
opinions. The OIG said the changes would 
streamline the advisory opinion process and 
make the system more efficient. The new 
procedures become effective April 25.
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