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HEADLINE: THE SUIT IMPLIES A CONSPIRACY TO DECEIVE THE GOVERNMENT AND
NAMES SEVERAL PROMINENT RESEARCH INSTITUTIONS.

BYLINE: Lisa Scott

BODY:

A whistleblower lawsuit, partially unsealed last week, charges that hospitals deliberately miscoded
procedures and manipulated patient records to obtain up to $1 billion in federal reimbursement for the
use of investigational devices.

The suit lies behind the broad federal probe of hospital billing for investigational devices. Last year,
subpoenas to 132 research centers shocked the industry and prompted several hospitals to discontinue or
limit clinical device trials (Feb. 20, p. 34).

Under longstanding policy, Medicare and Medicaid classify products that don't have Food and Drug
Administration marketing approval as "investigational" and, therefore, not reimbursable. Both programs,
however, pay hospitals a fixed rate based on diagnosis, instead of the products used. Because of that,
many hospitals say they believed reimbursement was due no matter what products were used.

In contrast, the allegations of the whistleblower suit imply a conspiracy to deceive the government. The
suit names several prominent research institutions, including Cedars-Sinai Medical Center in Los
Angeles, Mount Sinai Medical Center in New York and Johns Hopkins Hospital in Baltimore.

Len Homer, a lawyer for the hospitals, called the charges "hogwash."

The centers are part of a coalition of hospitals that has asked the U.S. District Court in Los Angeles to
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declare the government policy illegal (May 15, p. 26). The court is scheduled to hear arguments on Oct.
30.

Homer said that the hospitals' lawsuit might have prompted the whistleblower to unseal some of the
records in that case, hoping to influence the California hearing. Donald Warren, a San Diego lawyer for
the whistleblower, didn't return calls.

Part of the suit, including the identity of the whistleblower, remains sealed. That probably means the
Justice Department still is reviewing results of its probe and hasn't decided whether to join the
whistleblower suit, Homer said.
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By AnDY PaszTor

Siaff Reporter of THE WaLL STREET JOURNAL .

Dozens of prominent research hospitals
nationwide submitted phony bills and
some even falsified patients’ records to
obtain as much as S! billion in federal
payments for sophisticated. but still exper-
imental, cardiac procedures, a newly un-
sealed whistle-blower suit alleges.

The allegations of vears of systematic
fraud involving 2s manyv as 130 major
medical centers nationwide — accusations
that already have prompted a previously
reported federal criminal investigation—
are likely to shine a spotlight on the
controversial issue of which cutting-edge
devices and procedures currently are, or
should be. eligible for Medicare or Medic-
aid ciaims. ‘

Lawyers representing hospitals
strongty denied anv wrongdoing, asserting
that until recently the governmen! knew
aboul and, at least tacitly, approved fed-
eral coverage for such diagnostic and
surgical procedures. Meanwhile, Congress
is wrestling with the topic amid a barrage
of claims and counterclaims that threaten
to disrupt the medical-devices industry.

Existing regulations say that the gov-
ernment generally won't pay for treatment
considered to be experimental or for the
use of “investigational’™ medical devices
that haven't been formally approved for
general use by the Food and Drug Admin-
istration. The lawsuit contends that physi-
cians and hospitals. including Cedars-
Sinai Medical Center in Los Angeles,
Mount Sinai Medical Center in New York,
Johns Hopkins Hospital in Baltimore and
and the University of California at Los
Angeles Medical Center, devised improper
procedures to get around those restrictions
and hoodwink the government into paying
for such treatments.

The identity of the whistle-blower, who
stands to pocke! tens of millions of dollars
if his suit succeeds, remains secret.

Filed in federal district court in Seattle

last year but not unsealed until vesterday,
the suit claims that since 1956 physicians
“knowingly submitted false claims™ for,
among other things, the use of lasers,
miniature drills and other cutting devices

"to remove deposits inside blood vessels.

While the existence of the nationwide
investigation has been reported, the for-
mal complaint and related documents re-
leased by the whiste-blower's lawvers
spell out, for the first time, techniques
allegedly used to cheal the government.

According to Phil Benson, one of the
lawyers for the whistle-blower, seminars
were sponsored by at least one manufac-
turer to help doctors and hospital adminis-
trators allegedly falsify bills for unblock-
ing blood vessels. In an interview, Mr.
Benson also claimed that some hospitals
instructed staff to decsive potential federal
audits by removing "consent forms” from
certain patient files explicitly approving
the use of experimental procedures.

In addition. Mr. Benson said that his
client, who attended some of the seminars
and training sessions at which purportedly
bogus billing schemnes were discussed. has
data showing that some hospitals used the
same catheter on as many as 20 patients.
But Mr. Benson claims that Medicare was
billed as though each of procedures used a
new catheter.

Russell Havman. a Los Angeles attor-
ney representing 25 of major hospitals
that have filed a separate civil suit seeking
to block any sanctions against them, said
“'the government was billed in a straight-
forward manner’” and *“‘paid for these {pro-
cedures] vear after vear' until the whistie-
blower's complaints prompted a sudden
policy change. Mr. Hayman, who denied
that his clients authorized file-tampering
or any other steps to misiead government
auditors. asserted that “'it's fraudulent on
the part of the government™ to belatedly
demand refunds of hundreds of millions of
dollars. The hospitals’ suit was filed in Los
Angeles federa) district court.
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major hospitals and research’
centers—including five California
institutions—have falsely billed

Medicare for more than $1. billionj -
for the use of experimental devices | -

-and equipment, according to por-’

tions of a whistle-blower lawsu\t
- filing the suit, ‘the deféndants.and:

" the details are normally kept: ‘confi-
‘. dential until the government 1n-:_ :

made available Wednesday.
“The lawsuit,

hospitals routinely violated gov-
ernment standards by billing the
‘Meditare system for devices -still
deemed experimental, including
heart valves, pacemakers, cathe-

ters and equipment used to regu-,_.

- late fast‘heart rates.

: Even before the Food and Drug?' :
- Administration approved the use of |-
the equipment, the lawsuit alieges, |-

the hospitals charged the govern-

ment for reimbursement “through |;

the knowingly false use of existing

Medicare and Medicaid brlhng -

. codes .
" For the mstallat\on of a replace-
ment heart valve, for example, the

lawsuit said hospitals charged |

$40,000 and doctors charged $5,000
for equipment not yet approved by
the FDA—a vrolanon of Medicare
rules.
-Some details of the alleged abus-"|

- es have been unsealed by a federal
court in response to a countersuit
by the hospitals against the federal

Lo
WAL

which has been |
sealed from public view, claims the I |

government.

— ""—v"i‘““-'%i

"~ named 21 ‘institutions; |
.several in Cahforma UCLA ‘Medi- .
- . cal Center, . Cedars-Sinai- Medical

~ Center,

- The lawsmt has touched "~ off .a

government investigation of more.
_than" 130 hospitals, -although :the

-including

Loma. Linda : University
Medical Center, UC San F‘ranmsco
1nd UC San Dnego

“hose Cahforma hospltals are";
..among 25 that have responded

) to the government inquiry by filing

a lawsuit against the government,

" “Init, they say they acted corfectly,
using 'equipment and ' procedures. ¢
. needed.to save patients’ lives,.and

‘that their bllls were . revnewed and
-approved. -

.. The ‘whistle-blower complamta i
~ --was filed in federal court in Wash- |!
..ington.state..under a. lega.l -proce-

ASHINGTON_ 4t least 21

‘dure commonly. used by whistle-

blowers in:the defense industry to | :: :
i - the procedures the lawsuit said.

bring fraud charges. Under. those
procedures and if the allegations
are confirmed.by government.in--
vestlgators the whistle-blower is

" awarded a share of the money:

‘recovered. The name of the person

quiry is complete.

In this 'case,
' financial . issues at stake: If the,
. hospitals. lose, they will have to

repay the government money for
. bills they .have:already collected.’
’; And the whole ‘system of clinical.

~trials-in ‘hospitals- for: newmedical
. devices .could- be drastlcally al-

tered S

- If the government mvestxgatxon’} '

proves that .thé hospitals have

violated the. rules, they will be.

.deemed - guilty of some .of the:
biggest financial ‘misdeeds in the

- recent history of the Medicare.

program. -

‘The opportunity f0r ‘the fraud
alleged in this case exists at hospi-
tals. because they toutinely are the

- sites where new iprocedures’ and
&inpment are tested. Clinical trials

dare required before the FDA certi-
fies that*a devrce
eefectwe

there ‘are vast

is safe and»

’number identified in the lawsuit is- al
" unknown. The ‘portions-of the. law-
-suit .made . available Wednesday

- wWhistle- -blower lawsuit, -

December the federal gov-
,ment prompted by the
issued a
rgling ‘saying - thal experimental
egmpment lackmg’ DA approval
h3d never been covered for reim-
biirsement." This léd to investiga-
tions at’ the more than 130 hospi-
ta!s

he drsclosed sectlons of the
wpl;xstle blower lawsuit say the

»hospltals ‘have submltted false
~ckms, receiving payments during

the last eight "years “totaling at

) lwst $800 mnlhon to‘ $l bllhon or

Although the FDA has yet to

‘approve artificial vascular grafts to
- repair -or replace diseased vessels,

the lawsuiit said, the hospitals rou-

‘tinely billed Medicare for the oper-

ation with the grafts.

The -hospitals charged $40000
and the doctor charged $2,000 for .

‘The suit asks for the hospitals to

~~fiake refunds to the federal gov-

‘ernment for :any bills' improperly

y submitted- fo Medicare, and for

) relmbursement to- California for’

improper charges for the treatment
" of ‘Medi-Cal . patients. It also calls

for penaltles equal to three times

. the losses to the federal and state.

' governments.

~havior.-
" what .it -was .paying for,”

The hospitals that sued the gov-

;émment strongly defend the1r be-
“The-- government- knew:
said

.-Russell Hayman, a lawyer “with

© ernment investigation places
. jeopardy.the fiscal integrity of over

Latham & Watkins in Los Angeles, :
representing the 25 ‘hospitals that
have sued the government. “Every

5 *bill went through a standard chain

of review and the bﬂls were pald "

bf'hesald

The hosp\tal suit and the gov-

in

100 of the nation’s leading research

" and cardiac medical institutions,’

L Hayman ‘said.

“The government

'E “paid for devices, and now eight

" years. later, it says, ‘we made a

: mistake, and we will go back and
i say, you owe $5 mllllon and you

ol

own $10 million.”
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Over Medicare Billings for Attending MDs

As the feds take aim at attending physicians’ billing practices, teach-
ing hospitals and faculty practice plans should tighten billing proce-
dures and beef up documentation.

The controversy over Medicare reimbursement for the services of attending physi-
dans is exploding on two fronts, with the feds set to file a false claims lawsuit and
provider groups gearing up to fight a proposed regulation that would stiffen resi-
dent supervision requirements.

False claims cases will be filed one-by-one by the U.S. Attorney in Philadelphia
starting Oct. 1. The prosecution will be “ongoing” and multiple providers will be
prosecuted, says Philadelphia-based assistant U.S. Attorney Jim Sheehan.

Sheehan says billing abuses over attending physicians’ services have been repeat-
edly brought to providers’ attention, but some allegedly continue the illegal practice.

continued on p. 6

Experimental Device Case Whistleblower
Describes Alleged Misdeeds Behind Probe

At the heart of the federal probe into Medicare claims for experimen-
tal medical devices are charges of providers manipulating Medicare
to maximize earnings by miscoding and by falsifying records.

For the first time, details of the false claims and kickback allegations in the feds’
experimental medical device investigation are emerging, and they paint a picture of
an industry whose research is said to be wrongly subsidized by Medicare and of -
providers accused of cheating Medicare and endangering patients for finandal gain.

In an exclusive interview with HFVR, Donald Warren, the San Diego lawyer rep-
resenting the whistleblower who set the earthshaking device probe in motion, de-
scribed some examples of alleged shenanigans in clinical trials:

Editor ¢ At some hospitals, Warren claims, physicians did experiméntal atherectomies but
Nina Youngstrom billed them as angioplasties. To cover themselves in case of a Medicare audit, the
MDs inserted a balloon in the patients’ arteries, blew it up and took an x-ray to put

M i i . . .
anaging Editor in the files. MDs called these “reimbursement balloons,” he charges.

Phoebe Eliopoulos
¢ Medical device makers allegedly gave physicians and hospitals royalty contracts,
stock options or cash to do a clinical trial with only the device maker’s experimental
product, instead of comparing it with a drug therapy and/or an approved device.
Device makers gave providers incentives to bill Medicare as much as possible and
meet FDA quotas as fast as possible, Warren charges.

~  AMS &HFMA

continued
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¢ Some providers alledgedly reused single-use-only
catheters.

“No one was watching the cookie jar at Medicare,”
which should not have been paying for experimental
devices at all, says Warren, with the law firm of Mona-
ghan & Warren. '

Lawyers representing providers dismiss Warren’s
claims as off-base and in some cases flat-out wrong.

“Maybe that happened at one hospital. It has noth-
ing to do with [the larger issue of coverage for experi-
mental devices],” says Los Angeles lawyer Russell
Heymann, with Latham & Watkins.

Baltimore attorney Len Homer also disputes War-
ren’s allegations of a billing scheme. Referring to the
angioplasty allegation, Homer notes “there is no code
for atherectomies,” so billing the procedure as an
angioplasty was reasonable. “[Warren] is trying to
make that sound sinister.”

The feds began investigating Medicare claims for ex-
perimental devices after a private citizen filed a whis-
tleblower lawsuit under the false claims act. To decide
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whether to take over the lawsuit, the feds subpoenaed
135 hospital cardiac catheterization labs. At issue is
whether Medicare claims for experimental devices and
for related physician and hospital services are false
claims, now that HCFA says it has never covered medi-
cal devices that lack FDA pre-marketing approval. The
industry has been shaken by the probe because it has
been acting on the assumpton Medicare covers such
devices and services.

So far, no hospital, physidan or device maker has
been charged with false claims or kickbacks, although
members of the provider community have been in on-
going talks with the feds. In May, 25 hospitals asked a
federal court to order Medicare to cover experimental
devices because HCFA never finalized regulations de-
nying Medicare payments.

The Justice Department has not yet exerdsed its
right to take over the whistleblower lawsuit more than
a year after it was filed. It remains sealed. Justice has
no comment.

Kristen Morris, head of government affairs at the
Health Industry Manufacturers’ Assn., says “this
whole [lawsuit] seems to be weak on every ground.”

Meanwhile, a bill (HR 1744) introduced in June by
House Ways and Means Health Subcommitee Chair
Bill Thomas (R-Calif) and Senate Judidary Chair Orrin
Hatch (R-Utah) would let Medicare pay for experimen-
tal devices in FDA-approved clinical trials.

In a June letter to Congress, Warren calls the bill “an
ill-advised mistake” that will “excuse criminal fraud.”

Device makers and some lawyers again dismiss
Warren'’s charges.

“He’s digging up instances of [alleged] fraud unre-
lated to the nature of the bill,” Morris says. She notes
the bill just says Medicare won’t refuse to cover a de-
vice solely because it’'s investigational. <

Merging Hospitals May Gain
By Cooperating with State AGs

A cooperative approach to resolving state en-
forcers’ antitrust concerns works better in
hospital merger cases than an adversarial
one. But cutting deals with your state attor-
ney general won’t immunize providers from
federal antitrust watchdogs.

After agreeing to limit price increases and open
their doors to any managed care plan for the next five
years, two Harrisburg, Pa. hospitals got the green light

Does your organization need additional coples of Healthcare Financial Ventures Report?
Call 1-800-521-4323 (202-775-9008 In D.C.) to ask about our substantlal-discount bulk subscription rates.
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LENGTH: 568 words

HEADLINE: Whistle-blower Says Hospitals Profiting from Billing Scam

BODY:
A whistle-blower suit filed in federal district court in Seattle alleges that dozens of prominent research

hospitals nationwide submitted phony bills and falsified patient records to obtain as much as $1 billion
in federal payments for sophisticated, experimental cardiac procedures, according to a report filed by the
Wall Street Journal. The allegations of years of systematic fraud involving as many as 130 major U.S.
medical centers have prompted a federal criminal investigation and are expected to direct attention
toward the controversial issue of which cutting-edge devices and procedures currently are, or should be,
eligible for Medicare or Medicaid claims. Hospital lawyers reportedly vigorously deny wrongdoing,
asserting that, until recently, the government knew about and, at least tacitly, approved federal coverage
for such diagnostic and surgical procedures. Existing regulations say that the government generally won't
pay for treatment considered to be experimental or for the use of "investigational” medical devices that
haven't been formally approved for general use by the FDA. The lawsuit contends that doctors and
hospitals including CEDARS SINAI MEDICAL CENTER (Los Angeles, CA), MOUNT SINAI
MEDICAL CENTER (New York, NY), JOHNS HOPKINS HOSPITAL (Baltimore, MD), and the
UNIV. OF CALIF. at LOS ANGELES MEDICAL CENTER devised improper procedures to circumvent
those restrictions and hoodwink the government into paying for such treatments, the Journal wrote. The
identity of the whistle-blower, who could be awarded tens of millions of dollars if his suit succeeds,
remains secret. The formerly sealed action was filed last year, but was unsealed Wednesday. It claims
that since 1986 "physicians knowingly submitted false claims" for the use of lasers, miniature drills and
other surgical devices to remove deposits inside blood vessels. The complaint, released by the
whistle-blower's lawyers, reportedly specifies the techniques allegedly used to cheat the government.

Phil Benson, a lawyer for the whistle-blower, said seminars were sponsored by at least one manufacturer

to help doctors and hospital administrators allegedly falsify bills for unblocking blood vessels. Benson
told the Journal that some hospitals instructed staff to deceive potential federal audits by removing
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consent forms from certain patient files explicitly approving the use of experimental procedures. Benson
said that his client, who attended some of the seminars and training sessions at which purportedly bogus
billing schemes were discussed, has data showing that some hospitals used the same catheter on as many
as 20 patients. But Benson claims that Medicare was billed as though each of the procedures used a new
catheter. Russell Hayman, a Los Angeles attorney representing 25 of the major hospitals that have filed
separate civil actions seeking to block any sanctions against them, told the Journal "the government was
billed in a straightforward manner" and "paid for these procedures year after year" until the
whistleblower's complaints prompted a sudden policy change. Hayman, who denied that his clients
authorized file-tampering or any other steps to mislead government auditors, asserted that "it's fraudulent
on the part of the government" to belatedly demand refunds of hundreds of millions of dollars. The
hospitals' suit was filed in Los Angeles federal district court.
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