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INTRODUCTION

Mr. Chairman and members of the Subcommittee, it is a pleasure to appear before you today to
discuss the very important topic of the exclusion of fraudulent providers from Medicare and
Medicaid. We are seriously committed to acting aggressively to respond against all forms of

fraud, waste and abuse. Excluding fraudulent providers is essential in protecting the Treasury, the

Medicare Trust Funds, the state governments, and the beneficiaries.

As Senior Advisor to HCFA’s Adnﬁnigtriior, I am personally committed to controlling and
elmnna_ﬂng health care fraud and have the‘full support of HCFA’s Administrator Bruce Vladeck in
my anti-fraud efforts. We have assumed ; pro-active approa_ch in the ﬂght against fraud and
abuse by attempting to end costly pay anc}:Il:‘chase methods. Our goal is to pay right the ﬁrﬁt time.

Tha exclusion of fraudulent providers is an integral part of HCFA's strategy.

Until §everal years ago,” there was little cc;ordination between Medicare, Medicaid, the
enforcement agencies, and other entities interested in curbing health care fraud and abuse. |
However, I am pleased to report that now significant progress is being made in our war on fraud
and abuse. During this Administration, HCFA has substantially increased its efforts, forged new
partnerships, and developed new strategies to ensure the integrity of the Medicare and Medicaid -
programs. HCFA has pioneered fraud and abuse initiatives and financed state-of-the-art

information technologies to detect and deter fraud and abuss. Although we still face significant
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challenges and have much work before us, we are achieving many successes in our efforts to

strengthen, preserve, and protect the Medicare and Medicaid programs.

I would like to explain the process by which a provider or supplier is excluded from either the
Medicare or Medicaid programs.

4

When HCFA discovers a potentially ﬁaucli;lent situation, it takes immediate action to protect the

Medicare Trust Fund and the beneficiary by suspending or denying payment and recovering

overpaymients. HCFA does not have independent authority to remove fraudulent or abusive

providers from the Meciicare or Medicaid‘ progra.ms It is the HHS-Office of the Inspe&or

Gvueral (OIG) that has this authority to 1mpose exclusions, HCFA refers cases to the OIG and

asgists in the investigations. Further, we cooperatc with other enforcement agencies such as the
e

Medicaid Fraud Control Units, the Department of Justice, the Federal Bureau of Investigation,

and the U.S. Attorney’s office.

Once a provider has been excluded frpm cither Medicare or Medicaid, the OIG informs HCFA, its
contractors, state Medicaid ﬁnd licensure a_gencies, and other.s. The OIG also publishes a.list of
excluded providers quarterly in the Federal Register. Aﬂ Medicare claims processors and states
work to ensure that providers being paid or applying for billing numbers are not currently under

an exclusion.
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HCFA is currently using technology in new ways as well as strengthening the enroliment process
30 that excluded providers remain excluded and do not attempt to re-enter Medicare or Medicaid

by moving to a new state or setting up a new business under a new provider or tax identification

number.
EXCLUSION TOOLS and mmxgﬂ S

1. [mug_ln_gs lgaglon Database (Em]

One of HCFA’s most promising uuuauves in assisting in the exclusion of fraudulent providers is
the Fraud Investigation Database (FID). We began implementing the FID in May, and expect to
have complete up-to.-date information by December. The FID is a case-tracking system to record
and disseminate information regarding exclusions. It will contain extensive national Medicare and
Medicaid fraud data as well as compreher:sive information on all excluded providers. The FID is
intended to assist HCFA and our paxtners"in the identification of excluded providers as well as
those wh& are a]légedly defrauding the prggrms. For example, a Medicare contractor in one area
can use this information to ensure that thejprovidcrs it is reimbursing have not been excluded

through the actions of another contractor.

In an effort to enhance coordination of the exclusion process, the FID is also accessible to the
Medicaid anti-fraud agencies such as the Medicaid Fraud Control Units and the Surveillance and
Utilization Review Systems. We expect to soon be able to obtain data from these Medicaid

entities on cases and information related to the providers that they suspect to be fraudulent.
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The FID is also designed to ensure the coordination of anti-fraud activities undertaken by our law
enforcement partners and to facilitate thaj' monitoring of cases referred to the OIG, the FBI or fhe
uU.s. Attorneys. _We are pleased to report that several other federal government entities, in¢luding
the OIGs of the Postal Service, Office of Personne] Management, and the Department of Labor,
are in the process of gcquiring access to ;:l:w FID. 1t is our goal to make sure that a provider who

k]

defrauds Medicare or Medicaid cannot déﬁaud other Federal programs.

2. National Provider Identifler Svstem

HCFA is currently leading a joint Federa]‘;a.nd State initiative to establish and maintain a
comprehensive, unified system of providt;f identifiers. This system will build upon the success we
have achieved in the issuance of uniqﬁe bﬁling nuinbers for medical equipment suppliers.  With
unique' provider identifiers we will have tlfe enhanced ability to verify information for each
provider seckiﬂg to bill Medicare. In the past, this verification and the issuance of billing numbers
has been independently done by each of the 70 Medicare contractors, ieading to different

¥
numbering methodologies and an inability to create a central Medicare database for the

7

verification of provider eligibility. In genéml, a provider will have only one billing number
regardless of the number of Medicare contractors that it bills, Under the National Provider
Identifier System, one number (i.e. the National Provider Identifier - NPI) can be used for ALL

Medicare billing.

The use of the National Provider Identifier System will help to ensure that only legitimate health

care providers are enrolled in the Medicare p'.rogmm. This will occur through the identification of

"
i
!
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providers that have been excluded from Medicare reimbursement, Further, as Medicaid and other
government programs adopt the NPIs, prc:;widers can no longer hide from their Medicare
exclusions and other adverse actions throﬁgh the use of a separate Medicaid or other Federal

health care program number.

The Health Insurance Portability and Accountability Act of 1996, which I will discuss later,
expirids upon HCFA's eﬂ‘o;ts to create a""standard system ot_‘ provider billing numbers, by
reEbiring the Secretary of HHS to adopt standards for providing a unique identifier for e;'ery |
providér for all health care programs. W..; are in the process of making sure that the requirements
of this Act are consistent with our plans to have the National Provider Identifier System

operational. We are also working to encourage states and private payers to also adopt the NPIs.

3H [edicare Transacti l ill Agsist i tection ide
.

HCFA is in the process of developing an:utomated Medicare claims processing and information
éystem, which will, among other things, ;ssist in our pro.vider ex;lusion efforts. The Medicare

" Transaction System (MTS) has been designed to consolidate the currently fragmented Medicare
¢claims processing into one standardized system. MTS will greatly improve HCFA’s ability to
profile data on a national or regional basis by type of service. We plan to use these profiles to
identify and review aberrant billing patterns and to prevent inappropriate claims from being paid in
the ﬂrs{ place, thus avoiding the need to chase down those fraudulent claims that have already

been paid. The MTS will integrate data from Medicare Part A, Part B, and managed care and
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provide the opportunity to build on best practices in information systems and to incorporate new

H

:~-hnology to facilitate innovative investigative techniques.

One¢ of the many benefits of the MTS will be its enhanced ability to keep out fraudulent providers.
The MTS is designed to use the National_ }roﬁd« Identifier System. This system, as  mentioned
previously, will be a record of all pr0vidélrs and suppliers who are certified to bill Medicare for
medical services or equipment provided t:o our beneficiaries. If a provider is excluded from the
Medicare program, or has been identiﬁed:_as fraudulent, that provider will be flagged in the

;
database. This database will be accessed before the claim is paid.

The MTS will improve our ability to coordinate claims processing with medical and fraud review.
When a bill or claim is entered into the MT S from an excluded provider or supplier, payment will
be denied. Additionally, the OIG can levy a civil monetary penalty on any excluded provider who
continues to bill Medicare ér Medicaid. \:Ve have a civil moﬁetary penalty ca;é tracking éystern,

3
which will use the claim submission information from MTS to assist in identifying excluded

providers and ensuring that they do not continue to bill.

4. The Naii ier Clearinghous
HCFA established the National Supplier Clearinghouse (NSC) to enroll suppliers of durable

medical equipment and supplies in Medicare. The NSC verifies supplier data on all applications

and matches suppliers, owners, and managing employees listed on new applications to a file of ull
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equipment sﬁppliers to ensure that there '}_ms been no previoﬁs history of fraudulent or abusive

practices by any of the listed individuals. If a previous history is noted, the application is denied.

The NSC also verifies that medical equié;nmt suppliers meet Medicare standards. If the NSC
determines that the standards are not met, then it will not issue a Medicare billing number.
h-.l-nher, any supplier found to be out of éémpliance with these standards will have its Medicare
billing number revoked. Additionally, thére Is & re-enrollment process every three yea.rs; which
prohibits suppliers no longer in compliangfe with standards to retain their Medicare billing numbers
and provides the NSC with updated information. The NSC has recently revoked approximately

1,300 supplier numbers during the latest round of re-enroliment.

fhay vy

Tie NSC is also investigating oxygen licensure requirements. This would help to ensure that a
supplier is legitimate before claims for oxygen or related services are paid by Medicare. Asa
result of this effort, the NSC has revoked almost 600 oxygen supplier numbers for improper,

. i
invalid, non-existent, or otherwise incorrect licensure information.

To date, the NSC system has saved the Medicare program millions of dollars and was

instrumental in our response to fraud in the South Florida area which I will address shortly.

E ation
Presently, HCFA is very limited in its ability to deny providers entry into the program and, more

importantly, to make the Medicare provider enrollment process 4 fraud and abuse prevention tool.

t

. f 7
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We are in the process of using our administrative authority to expand our efforts at preventing

fraudulent providers from continuing to Gill Medicare.

We are currently drafting a regulation that would establish new supplier standards and make it
more difficult to abuse the use of a Mediéarc billing number. This will help to ensure that
legitimate suppllers information will not be used by fraudulent suppliers to obtain Medicare billing
numbers thereby protecting both rhe bencﬁcm.ry and the legmmate suppliers from fraudulent and
unprincipled suppliers. The proposed reg(:lation is scheduled to be out for comment later this

year.

HCFA is also implementing improved, standard Medicare provider and supplier enrollment
procedures which increase the standards t:or enrollment in the Medicare program. And, for the
first time all Medicare contractors will us; the same provider enrollment form. I am pleased to
report that in May, HCFA received appro;/a.l from the Office of Management and Budget to use
the new Medicare Provider/Supplier Enrollment application for providers and suppliers not

cer‘ified through state survey and certification procedures.

The best way to fight fraud is to allow only honest players into the game. By improving the
provider enrolimeat process and raising tﬁ_c standards for participation in both Medicare and

Medicaid, HCFA hopes to avoid fraud in the first place.

N
\
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§. Boston Provider Exclusion Project

HCFA'’s Boston ’regio;\al office is currently conducting a review of state policy and procedures
involving excluded Medicaid providers in Massachusetts. This review is designed to identify the
best practices and make recommendatiorig to other regions about provider exclusion practices that
they use. HCFA believes that the Bostoﬁ ‘Teview may prove to have national applicability and we

will encourage other regions to conduct similar reviews.

2. _National Practitioner Data Bank

e

R ‘
In additilc;ﬁ to ih;above mentioned tools,. HCFA is facilitating the dissemination of information on
physidans, and other licensed heslth carel\ providers concerning malpractice payments, licensure
actions, and clinical privilege actions thrc;:lgh the National Practitioner Data Bank (NPDB) which
is rﬁaintained by the Public Health Senddéi The NPDB assists state licensing boards, hospitals
and rhanaged care organizaiions in céndﬁéting investigationé of the qualifications of the health
care prﬁctitioncts they seek to license, to Bire, orto Qhom they wish to grant membership or
clinical privileges. To perform a thoroug);: investigation of a practitionef’s qualifications, these
entities also need to know whether or no:a practitioner has been excluded from Medicare or
Medicaid. HCFA is entering into an agreement with the Public Health Service whereby we will
provide a list of excluded providers to be posfed on the NPDB. Having the NPDB identify
excluded providers will help to prevent prohibited employment arrangements as well as
inappropriate Medicare and Medicaid payments. Further, it will reduce the level of effort and
redundancy for both the health care industry and the Federal government by having the NPDB

distribute the exclusion reports to authorized health care entities, in addition to their Own reports.

9
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1. Flori ¢
.
As | mentioned earlier, the NSC’s monitoring system became instrurental in HCFA's response to

)
fraud in the South Florida area. South Florida has consistently proven to be a problem area for

health care fraud

In 1'994, HCFA launched a task force to Qitack fraud and abuse in South Florida. Medicare

~ contractors, Medicaid state agencies, U.S(.:. Attorneys, and Medicaid Fraud Control Units worked
together to detect fraudulent billing practices in Medicare and Medicaid. In one of the joint
activities, the group matched Medicare a:;d Medicaid data, thereby making it ee;sier to identify |
patterns of aberrant billing. For inst.ance.‘: twhen the South Florida task force identified medical
equipment suppiiefs as a source of fraud, ii-ICI-‘A met with the NSC, the Medicare coﬁtractor. the
Fibrida Medicaid program, and the Floridi state licensing agency to obtain their input in

L¢
developing improved supplier applications.

A
Building on the success of the South Florida Task Force, similar workgrﬁups have now formed in
a dozen states. Funher; HCFA also opened an office in Miami in September 1995, to focus on
minimizing fraud and abuse. This office supports the investigative and law enforcement efforts of
scseral of our partners, including thc.FBI._. the U..S. Attorney’s office, and the contractors. It also
conducts outreach and educational activities. The NSC is also establishing on-site representition
in the South Florida area to conduct extensive site visits of Medicare supplier billing number

applicants to ensure legitimacy.

10
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Based upon HCFA’s successful experience in South Florida, the Secretary launched a two-year
demonstration in which HCFA, the OIG and the Administration on Aging formed a partnership
with federal and state law enforcement agi;hcies. This partnership, known as Operation Restore
Trust (ORT), has been aggressively crack%hg down on Medicare and Medicaid fraud and abuse.

The ORT demonstration targets the five states which together account for 40 percent of all -

, Madicare and Medicaid beneficiaries -- New York, Florida, llinois, Texas, and California.

With a first-year budget of about $4 millioﬁ dollars, ORT has identified approximately $39 million
dollars that should be returned to the Mediéare Trust funds due to restitutions, settlements and

recovery of overpayments. Under the Health Insurance Portability and Accountability Act,

additional funds may be available to expand this demonstration project nationwide.

[ E

3. Attacking Medicaid Fraud

The Medicajd programs are run by the statés, with guidance and technical assistance from HCFA.

oL

. | _
HCFA's role in attacking Medicaid fraud is therefore primarily to provide resources and technical

assistance that facilitates the exchange of information.

In recent years, HCFA has devoted greater attention to cooperating with states and other entities

“to attack Medicaid fraud and abuse. HCFA is providing increased technical assistance and

encouragement for Medicaid anti-fraud programs. We are working to improve the exchange of

information between Medicare and the nation’s 54 Medicaid programs, including federal and state

11
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law enforcement agencies. Since states administer Medicaid, states cooperate with Medicaid
Fraud Control Units, which are federal-state funded entities devoted to investigate Medicaid
. fraud. The OIG, FBI, U.S. Attorney, anq state Attorney Generals are also involved in Medicaid

14

investigation and prosecution.

id Fr; w
In conjunction with Medicaid anti-fraud éﬁ'orts, HCFA has recently established the Medicaid
Fraud and Abuse Network which is comprised of employees from HCFA’s central and regional
offices. Thls Medicaid'Network serves as a forum to coordinate anti-fraud activities, provide an
information clearinghouse, and initiate M;dicaid anti-fraud prevention projects. HCFA also has
devéloped partnerships with states’ Suw;illance and Utilization Review Systems (SURs) Units
and states’ Medicaid Fraud Control Units: r(I\rﬂ’CUs.) to fhcilitate the detection, referral, and

ultimate prosecution of Medicaid fraud a.nd abuse cases.

4 Soo o - .
As a result of the SURs/MFCUS joint effort, HCFA has established the Medicaid Fraud and
Abuse Coordinating Council (Medicaid Council). It provides a forum to exchange ideas, to

discuss and resolve problems which may arise between SURs and MFCUs; and to sponsor

workshops, conferences, and seminars invdlving anti-fraud issues.

HCFA is currently conducting training sessions sponsored by the Medicaid Council to ensure that

ali ~sqtes, along with the OIG and the FBI, have an opportunity to participate in anti-fraud

12
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managed care workshops. National asséc-iations on behalf of SURs and MFCUs have also
agreed to jointly develop a cross-training?'program designed to enhance their communications and

to ensure that the two entities work together more clogely.

LEGISLATIVE ANTI-FRAUD AND ABUSE INITIATIVES

‘As the Subcommittee has requested, I w;;.dd now like to address the potential impact of recently
enacfed legislation.

Health Insurance Portability and Accm;;:mbiligr Act of 1996 (P. L. 104 - 191)

A§ a result of Congress rea.dzing a bipani;an agreement on h.ealth insufance reform, President
Clinton was able to sign into law the Health Insurance Portability and Accountability Act of 1996,
We wish to thank Subcommittee mcmbag and all of the many members of Congress who worked
to succes;ﬂlfliv pass this legislation. This ;ew law is designed to ensure that workers changing
their jobs can keep their health insurance. r It also includes strong anti-fraud and abuse measures,
Passage of this Act is most encouraging tg‘ this Administration. At this time, 1 Q0uld like to share

xh
with you a brief description of these anti-fraud provisions and HCFA’s recommendations for

4
i

further improvements.

The new health insurance law creates the Health Care Fraud and Abuse Control Program to be
coordinated by HCFA, OIG, and the Attomney General. The program, which will fight fraud in
Mecdicare, Medicaid and private health plans, is funded by mandatory appropriations from the
Medicare Hospital Insurance Trust Fund and the general fund of the Treasury. Under the auspices

of the Control Program, HHS may have the resources to implement Operation Restore Trust

13
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nationwide. Building ui)on the successes of the five-state demonstration project, HCFA will be
able 10 coordinate with the OIG, the state agencies, as well as law enforcement to fight fraud in
both Medicare and Medicaid, and to ensu_?e that a provider that defrauds one program is not able

to defraud the other.

!‘_ N . .
The new health insurance law also adds new mandatory exclusions from Medicare and Medicaid

for felony convictions related to health care fraud or controlled substances. It allows the

.""

s

Secretary to exclude providers convicted pf misdemeanors related to health care fraud from the
Medicare and Medicaid programs for a minimum of three years. It also adds new permissive
exclusiﬁns from Medicare and Medicaid fc;r individuals whose health care licenses have been
revoked or suspended, or for individuals Ec‘;ntrolling a sanctioned entity. Further, where a
practitioner has failed to successfully comi:lete a Peer Review Organization corrective action plan,
or .has grossly failed to meet quality standérds, the Secretary may exclude them from Medicare for
& w:inimum of one year. i
A
The new law also expands all Medicare ar:l‘,d Medicaid criminal provisions to all federal health

programs and establishes new civil money penalties and extends many current Medicaid and

Medicare civil money penalties to all federal health care programs.

We view the Health Insurance Portability and Accountability Act of 1996 as a major
breakthrough, and note that it contains many of the anti-fraud provisions that the Administration

has been seeking, However, there are three major differences in this bill from the President's bil.

14
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Recommendations for Improvement.

The Act creates the Adverse Action Data éase to identify providers that have either been .
sanctioned or excluded, i.e. those provider_‘s that have been subject to a final adverse action.
However, the provision prohibits the inclu;ion of data on “settlements in which no findings of
liability have been made.” Many final advérse actions are the product of settlements of cases, and
characteristically, no findings of liability are made. This provision may encourage many other
providers that would currently admit liability to challenge HHS's determinations of their behavior
with the goal of enteﬁng intoa settlementi ;vhich avoids being listed in the data bank. 1t
significantly larger mumber of providers dc; this, the data bank will then list only a fraction of
fraudulent providers thereby becoming much less effective. The President's bill had proposed to

include final adverse actions resulting_frdrﬁ settlements, providing the Administration with

comprehensive data on adverse actions.

Second, the new law weakens the penaltiéé for fraudulent claims. Under the new law, the

%
government now has to prove that providers acted with “deliberate ignorance™ or “reckless
disregard.” Previously, we could levy penalties on providers for submitting fraudulent ¢laims if

we could prove thet they “should have known” the claim was fraudulent.

Third, the new law, unlike the President's bill, requires advisory opinions. The OIG has stated
that advisory opinions on intent-based statutes (such as the anti-kickback statute) are impractical

if not impossible. Because of the inherently subjective, factual nature of intent, it would be

18
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impossible for HHS to determine intent based solely upon a written submission from the

requestor.

Debt Collectiorn Improvement Act of 1 996 -P. L 104- 134
This past April, President Clinton signed ix:ito law the Omnibus Consolidated Rescissions and
}'g:;:roprigt_iops Act of l§96, which includ,:s a provision known as the bebt Ct;llection
improvement Act. The Debt Collection Ii;_;provement Act is intended to facilitate collections by
the FvederaI Govemnment and encourage the coordination of information within and among Federal
agencies and streamline procedures. This. Act permits HCFA to require that its providers and
suppliers indicate their tax identification nﬁmber when submitting a Medicare enrollment
application. However, at this time it is unélear how this provision will provide an additional tool
to improve our ability to deny entry into Niedicare to fraudulent and ungcrupulous providers and

r

suppli&s.ﬂw;e'bﬂeﬁ-eve that additional legisiation that would allow us to collect Social Security

4

Numbers would be helpful.
vq

CONCLUSION

Since Medicare and Medicaid first began three decades ago, millions of Americans have been
helped in paying their medical bills. Ii is most appropriate that s the 30th Anniversary of
Medicare and Medicaid is celebrated, HCFA is even more committed to ensuring that 70 million
of our most vulnerable Americans continue to have access to high quality and cost-eﬂ'eétive health

care. HCFA is committed to act aggressively to pursue all forms of waste, fraud, and abuse.

16
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As we enter the 21st century, HCFA is ac"t%iVely transforming its computer technology to keep
pace with the many rapid changes occurring in the health care fleld. The implementation of
information technology i8 essential in combating and preventing fraud and abuse. Further, we are
forging new partnerships to increase cooperation among the federal agencies, state entities, and
private industry, to protect the Medicare and Medicaid programs from fraud, waste, and abuse.
HCFA and [ look forward to working with this Subcommittee and other interested members of

Congress in implementing its health care fraud and abuse initiatives.
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(1) Ny puymicint may be made jor curiyny oul
any activity pursuant {0 au agreement widsr
tiis section Lo the cziont that the activily is care
red cwi pursuanl 6 & contract under the M(.m.-

curs Integrity Frogram under saciion 1893~

(2) RETPONSIRILITIES (IF CARRIFRS INNER r.m.'r
3_—6‘&!1071 &2(c) (2. USC  1395ufe)) s
amended by adding at the end the Jollowing
newr paragrapk:

“(f) No payment may be made for corrying
aut cny wCuRity purstant io.a conlract ynder
this subsectinm tn i exleml thof the aclivily i
‘rarried out pursuant to a contvact under the
Mudicare Int2grity Program under secton J297.
The previous femtence Lhell nol agply with re-
spect lo the activity  degerked  in sovtion
1893(b)35) (refating o prigr authorizelion of cev-
tain itrns o durable medical equiprrent under
yeclion 1834(a)(15)):"".

SEC. 533. BENECICIARY INCENTIVE PROGRAMS.

(@) CLARIFICATION OF REQUIREMANT 1O FRO-
VIDE EXPFIANRYION GF MEDICARE BFNFFITS.—

he Secretary of I{salih and Human Services (in
this section referrad 1o o e “Secretary ') shel
provide an erplanation of boncfits urder the

medicare program under title XvIil-of thae Su-

anl Seurnily Act with respect to each iwem of
‘gervice for which payment may be made undzr
the rrogram whweh i fumished (o wnl bullvid-
ual, without revard W whether o1 'not o deduct-
Nl L7, cofnsurance mey be imposed againgt the

L indiiridmu will vospent Ly Y ltem or LeTvice. . -

- (U) - FROGRAM TO "o.r.ucr INFORMAT:ON QN
FRAUD AND ARTISE,—

{1} - ESTARLISHMENT n} HM)GR.A.H —Not la.r:r'

.than 3 months ofter i dade ¢f Hu mactmant
‘of this. A, the Seryetary shall establish a pro-
" gram under whick the Secrotary shall encovrage
Jandividualy Lo reporl W the Secretary informas
tion. or individualy and enliics who are enyag-
ing or who hawe erngaged in acts or omissions
ildeh conseituts grounds for the imposition of ¢
sanclion wmdn seclion 1124, section [[224, o
-section JI28R of the Sodal Securiiy Acl, o7 wng
“rhave othemwise “omgaged in fraud and .gbusc
uyuiret the misdicare progrem for which there is
a -gancon provided wnder law. The progran
shall discoursde pravision of, and not consdder,
informadon wWhiCh (¢ frivalous 61 otRLTumise yual
relevant or material o the fmpogitlan of suck a
sanston.
() . PAYMENT OF PCETION OF AMOUNTS COL-
L.sc,TED ~—I] an wlipidual reports infonnztisn
the Secretary wunder the rrogram esinplizhed

unber paragraph (1) which serves as the batis -

Jor the collection by the Secretary 0F LRe Attr -
ruy {Gemevel of any amount of at lzart 300
(ather than any amnunt pell as a psaally
under section. 11288 of the Social Sceurily Act),
".the Secretary may pay & porton of the amount
collecicd, tn the individual (under procodurcs
steitier to those applicable under soetion 7623 of
-the Internal Revenue Code of 1986 tc payments
in ingividuals providing mfcnmtwn on vlola-
tions of vuch Goda;, .

- (€} PROGRAM 17O COLLECT Ivmquﬂou on
.PKOL-R.AM EFFICIFENGY — -

(1) ESTARIISHMENT QF FROGRAM.—HNrt Tater
than 3 montls wfirn the dad: of Ui enacunent
of Lthis Act, the Secretary shall estelbbisl o 10-
gram under wkich the Secretary shall encourage
fwdivitucls W submit to the Secrelary yuggey-
tions on melhods W vaprvu; e fjj'f‘leuru of the
medicare program.

(2). PAYMERT OF PORTION (F PROUEAM SAV-
WCS =] an individual ubmits o mupyestion W
the Secretary under the program established
wudrt paragraplt (i) whicl w adepted by the
Sectetary and which resulis in o savings to the

progrom, the Secretary may make o pegmnenl .

the trdividugl of Such @agunt as the Secretary
» conslders appropricte.
SEC. [04. APPLICATION OF UERTAIN HEALTH
ANTI.FRAUD AND ABUSE SAIICTIONS
TO FRAUD AND ABUSE AGATNST FRD-
ERAL HEALTH CARE PROGRAMS,
(a) In GeNERAL—=Seztion 11288 (42 I).S.C.
13200=7t) is mmended o8 folicwe:
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:‘l) In :he koadog, € ﬂm-in_y “MENICAKE OR
SIATY HEALTH CARE #ROGRAMS and amgrrling

“FEDEKAL MEALTH CARE PROCRAMS

(2) In suwlgecton (@)1}, by .,lukuzg ‘g pre-
gram undsr tide X vill or a Slale houllh care

_FregTam (ay defined in sertion 1125()‘:))" ond in-

terting g Federal realth care pregram™,

(31 I subsection (o}5), by sinking “a 705
gram undw ktin XV or @ Stale hegith cate
pro:ra.m" and inseriing “a Federal health cara
program’ o

(4 tha sceond centenes of rubsection (a)—

(4) by striking “a State plav approved under
title XIX" unu visesting “'a Feaeral healtkh orr
prrogram’, and _ .

(L) by striking “the State may dt itz option
(noluntisaanding any other provisive of that
title or nf szt plan)” and insertdng ‘‘the ad-
mintstrator of suck progrim wmay Gt its option
(rotwithetanding any vther provisien of Fuch
program) . .

(5. In -uh-‘ﬁr"fcﬂ. (o). by :mfrma "uuc XVIH

. o7 a State health cure grogram’ &ach plage it

appears end inserting
nrragram’.
(€} In su’z-u Licmt

“‘a Fedevul health care

'(C.J. by inserting ‘(a3 defined
State -heauh. care
pragram’, . . .

.(7) By auding at thr encl ih: fa!lowzrg el
-'ub\.e;cbun ’ N
o) For- mn:mw nj Lhis - -.m:mm the cérm
*Federal heglth ¢ure frogrom’ monrs — -

* (1) any Plan or program that providig headtn
benefits, wanltur civecty, through {nsurance,
or etherwise, whick is fundia atrectly.-in wholc

or in port, bt tne United Suntey - Gorucrnment

(oliey Lhan the health tnsurance proyroem unde™

1-:haptcr 8% nf #ule 5, Umuted States Code): or

CNE) any Swic hLAlllh onre progra.m q.s de-
Sined in sectdon 7128¢h)."
(&) HFFECTIVE DArs.—Tke mrenamnm. mru.l.t'

by thiy section '.lm.ll take gf}‘gc: on January 1,

{937,

FSSIONAL RF(‘ORU—QTNATL

thom JI28B()33 K

F&EC.

605" GUIDANCE ERCARDING APPLICATION
© o OF REALTH CAEB'ERAW AHDABUSE
. KANCTIONS. @ .. .

Title X1 (42 U1.5.C. 13 oot seq.); as arr‘erded
by section 501, is amendsd by inscrting aftor se-
Gun 1128C Lhe foliowing new section: '+

“GUIDANCE REGARDING APPLICATION OF HRALTH

. CARE FRAUD AND ABUSE SANCTIONS
C“3RC. 11280, {a) SOLICITATION AND PURLICA-
FIGN OF MQODIFICATIONS TO EXISTING SAFE H Ak-
BORS ANL NLW SAFE HaRRORS. - -

U{1) IN GENERAL.—

(A} SOLICITATION QF FI\UP' SALS FQIc SAFF
uu‘.ﬁon.s No! lager than January 1, 1997, ard
not less than annualy twreafter, the Secretary
shall pullish @ nolics in the Fadimal Keglster, so-

liciting propesals, m‘z.c't will be amfcd d"ﬂﬂ[)

a 8d-day perivd, for-—- .

- ) modifications ta existing safe harvdrs -

sued pursuant ic seclon ldta) of the Medicors

and Modiceid Patiéne and rrogram Protoction

Act of 1987 (<2 UJ.8.0. 1320a-70 note)! :
i) addifotial safc harbory specifying pay

mant praceces. that shall not o ronssl os a

criminal offense under section 1128B(0L) und
shall not serme cs the bagis for en exclusion
under section 112847

<y nrerpretive rulings lv be wyued Pursu-

ant o subsection (b).; and
“(iv) special fraud oeves to e m-ued PUTSU-
an? to subsecton (v)-

“{B) PUELiCATION OF PROPASED MODIFICA-
TIONS ANL PRCOPOIED ADDITIONAL RAFE HAR-
DORS —A Ua wunsidering the proposals doverilngd
m clauses (i) ond (i) of svoperaqraph (A} (w
Secretamy, L consubnsion with the Attormey
Zeneral, shall pubiish n (ke Federal Register
praposed snodifications o eristing sule harbors
and proposed adaitianal safe harbors, if wpgra-
pricte, with a s0-duy conunand pericd. After con-
sigering any nublc comineads reccined duriig
this period. the Serretary xhall s5ut fingl mu/os
wodifying uhe existing safc karhors and esiab-
ltshing new xafv frbors ar appregesute.

@oo2
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i) RECGRT—The Mnspectar (-enrml af the
Deparimer.t of Health and HHuman Services (in
this section referred to uy the “hupectyr Gen-
cretd’) sholl, in gn annual réport o Congress or
az part of ke yc.ar-en-d ssm.annual TEPOT: Y
“quired by section 5 of the fispector Cemeral Act
af 1874 (& U.8.C.. Avp,). describe the preposals -

" receiviel under' clauses (i) and (i) of subpara- - -

orapk (A} ard crpluin which proposals were in-
cluded 0 the publication described in subpara-
graph (B), which propesals wers nat included in
that publivatpsn, and the reasons for the réfas-
tlon of the propaxnlx'that were not included. |
“(2) CRITERIA FOR MODIFYING AND ESTABLISI-
ING BAFE HARDORS.— I rpifying and establish-
ing safe harbors under parugraph (I}(B), the
Searatary moy consider the exient (o which pro-
viging a s=afe hovbor fur,the specifisd payment
practice may result in any of the juuuunny. ’
*“(A) An increasg or. dn.mwe m cwces* t«.
‘walth care services. L
(1) An increase or ck,r-rm.m m tl‘w qu.ahry of.
heul:h oare seruites.
“(C) An-increasé or dA"'rerw’ in patw-nl jny--
du,"l of choice among, health care. groviders, -
“(D) An ingréase or dccraaav. n urrny arwn
amurg ‘health care praviders. :
() An increase of dec'reme in a‘he cbmr_:/ of
headid: care faciities to provide yervices in medis
cally undevserped wies o1 00 :mdwa.l!y unde,r—
served popilalons, - -t

< F) Afl inorcasc er M‘rwe in :h.s cast za

Fadérel hea!th care programs Tus zJLﬁuu in wo—

XL

. NG) An mcrcase or ‘decrecse in the potmf:m.l

.It:'vﬁ -utlilzazion of health care-ieroloes. ;. 0 S

“(H} The eristence cr.nonerizteno -ufu.m Lo
dential frnancial Genefit.to.c -health-care profes-
siona!l or promitar., w'dck, may ~varny A-SL’d on
thelr dectsions Qf =i s B

(1) whether untm o IlrexﬂLh. care lwn or
BETVICE QY- . =

¢ uvhclhe- to arrangr' fm’ a, rsferra.l o!’
).eu.uh care pems or scmf"a to a pmm-u!.u
bats Hbdoney or provider. .

(1) Any other factors t.hesecwmm "deéms ap-
prapriatc in (he mest.of preventing fraud and
ahuse in I‘Pde-rai he:zll,h wie wagmm.s (s 30 de-
Aned). | .

(6} fNTERFREFH‘E RoLl :

(1) IN GENERAL,- -

I'AJ KEQUEST FOR INTERPRETIVE HULING.—
Any person may present, ul any tWie, & TeQUEsL
to the Inspector General Tor o ﬂm.anen af the
Irepector General’s current ‘tnterpretation of the’
‘meaning of a -pemﬁr_ ‘aspect of the application
af sections 11294 and 11258 (in this s¢rtion re-
ferred to as an interpreton ruling®).

“UB) ISNUANCE AND cFFECT OF lN‘J‘uu'h.Lrn'E
RULING.—

(i) N aeux-:ml..—lf appmpriar.a thé Taspoc-
tor General shall in consuitntion wilk'the Atior-

ney [Fenezal, ik an. interpretive Tuling - not
later than 90 'days after rivedving o request dé~
icribed in-subperdgraph (A). -Intrpretive ‘Tul-
ings shali not have the force of law wndl shell be
treated as an -iriterpietive rule w:rhin the mear.
thg of Section -S83(0)-uf tile’ 4, United Sleter
Code., Al tnterpretive rulingy inued pursuant to
this clause shall be published in lie Federal
Rugister o7 nmprwlze magds umx.ablr' for pul)lu‘"
“in=pection.

(i) KRaSONS FOR "DENIAL.~If the. Imspecior
General does not issuc an tnterpretive ruling in
response L0 a request deseribind in Subparagraph
(A), the Insnec.or General shell notify the re-
Tuexbing party of such decision not lnbar then G0
days after votiving sueh a Tequest and shali
idantify the reosons for such decision,

N2) CRITRERIA FOR INTERPRETIVE RULINGS. -

*¢a) IN GENERAL.—In detepnining inhelher to
155ue an interpretive ruling under jaragreph
."l)l ;. ihe Inspectar General ey consider—

(i) whelher ol Lo whal extent Lhe tequest
ideniifiex an ambiguity twithin the languace . of
the statute, che ezisting safe herbors, or pre-
vious intergretive rulings; and

(i) whother the subject of the rga'ue*lﬂd in-
revprolive ruling carn be adeguoarcly addrosscd Oy
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a,emremr.wn of the lenguaes of e statuln,

the unlmp s'a/n’ harbor rule,, or previous inter-

prelive rulings, or whellhor (e request wonld re-
quire a fubstantive Tuling (as defined in section
552 of title 5, United States Code) not a.J.LILm FTH
under lhis subsection. .
©(R) NQ RULINGS AN RACTIIAL r.h.ruu.—Tl:.q In-
spector General shall nol giw an interpretive
ruling 0% any Juciuel Ssue, including the inlent
of the parties ov the fair muarked wrlue of par-
ticulcr leased space or equipment.

*{¢) SPECIAL F RAU!J ALERIE —

(1) IN GENERAL.—

“'(4) REQUEST FOR SPECIAL FRAUD ALEKIS—
Any person may present, at any Hme, ¢ TEQUES!
{0 Lhe Inspeclor Gemowl for o sotice whick in-
fora: the. public ¢f practices which the Jnspec-
tor General considers o by ms-pect or of pariicu-
Jar concern under the medicare program or a
'Statg henlih care prograom, ay defitud in wction
J128(%) (ir' this subsection fefer(rd to as @ ‘spc-
cla fraud alert’). -

“th) JSSUANCE ANDY PURL ICATION OF SPRCIAL
FR.AUD,A..ERTS..—UPEH receipt ¢f @ vequest de-
soriled T submarggrepl (A), e Jnspecior Gen
eral snall investigate the subject motter of the
request 0 determine whether 8 special froud
wlert showdd he ixswid, If approgwinde, a M-
specter General =hall issue o speciad fraud alert

_in response (o the roquest. Al speciel freud

alerws wssued pursuart ¢ this subparagreph.

Tshall fe publivhial in Uu: Federal Register, |
N 2) CRITERIA FOR SPECIAL FRAUD ALERTS.—In
dotermining whether 40 Bsue a spenial. fraud

. alert upon a request described in pafagrapn a),

. the [nspector Generel may congider— .

s et Ay whether and () what extent Uie. prad{cv.s
".that would be-identifisd in tha specicl: froud

‘akerd ynaky revull in-uny uf L T AT el
scribed, in subsection (a)(@): ard

*(B) the volume and frequency o[ the cdndw‘t
that wo.l.ld be xdcndj’ed in uu special frcua
alert.’

S’uuul.lc B—Rcmmtu tn Currcni Saucuaru

- . Yor Fraud and Abusc. )
- .EC. 61‘1- HANDANRT EXCLUSION FROM PAR-
= T TYCIPATION . IN  -MEDICARE A.ND
. SfAﬂMﬂCAﬂE PROCRAMS,

.{a) INDIviDyAL CONVICTEDR OF FE:.ON" RELAT-
ING 7O HEALTH CARE FRAUD.—.

(1) In UENERAL ~=Sgcton ]1128(2) (42 US.C.
1INia-T(al)) is amen.ded by adding at.the ‘end the
Jollownng new paragroph: .

(3} FELONY CONVICTION HELATING TC HEALTH
CARE FRAUD.— ARy individuwl or entity thal huy
been corivicied after the dats of the engotment
of the IHealth 'In.mrum:e Raform Aot of 195,
under Federal or State lat, in connggtion with
Ui delivey’ of a health care item or service av

“apith resdect (o any act or emiysien in a hewlth
sare procmm (other than those specifically de-
: scrlbed B paragruph (13 uprr(.\{.ud by oy fi-
nanced in whole or in parl by any Fede-ral
State, or local povernment agency, of a criminal
offense cumsisiing of a jelony refaling to fraud,
thaft, eminszlemont, breach of fiduciary resmon-
ibility . ar other financial misconduct. .

_ (2) CONFORMING - ANENDMENT —Paragrapk (1)
of sectlon 1128(h) (42 U.S.C. 13207 (b)) is

dadtormda.xfollow.s FE

(1) CONVICTION RELATING TO rmun—iny
individual or entily il hos besm conuictnd
after the date of the enactment of the Health In-
surance. Reform Act- of J996, under de-ﬂ‘(l-[ .or
.uuz:c lao—- .

‘“fA)ofa cnm.mal affeme sansisting of a mie-
demeanor ralating to fraurd, theff, cmne..,rmug.u
brewile uf fiduciary 'espomibili:y. or. ather fi-
urm.nnl misconduct—

(i) in pcanncction wwith ci.-_’ delmrry .o/ a
)u..u-ILk oare item or SETICE, ar

“fii) with respecr tn auy ace ar oMisSion in @
health care program (other chan ticse specifi-
cally destribag (n subsectlon (a)l)) oporutisl by
or financed in whele or in gart by any Federal,
Stute, or lacal govermmnent agency; or

(m of a criminal offenise relating (0 fravd.
theft, cmbeszlement, brecch o) fiduciary respon-
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sibiltly. or other financial wiisconduct with re
spect (o auy ot o InNEIN in 4 program (GLher
than a hewlih sare program) vperaied by or fi-
nanced in whole ar in part ty auy Federal,
Sata, or ool governrent agency.''. )

(U} INDIVIDUAL QONVICTED OF FELONY KELAT-
ING T CONTRQULED SUBSTANCE.— .

(1) I8 CENERAL—Soctian 1128(a) 43 17540,
1770a-1(a)), as amended by subsuctiym (a), I8
amended by adding ot the end the follpwing
nma paragraph:

o) FucoNy CONVICTION A.E‘LATH\G 70 GON-
TRILLED SUBSTANCE—Any wndividund ¢v mlily
that kas been convicled after the date of the en-
acoment 2f the Heclth Insurancy Reform Act of
1936, under Fedvred o0 Slals law, of @ eriminal
uffense vonsisting of a felony rela t:m_q te the un-
lawful manufacture, distribulion, prexcyiption,
07 dipernag of @ cyndrelled substanze. .

2) CONFORMING AMENDMENT —Section
1I28(8)(3) (€2 U.S12. F320a-T(h)(3}) it amended—

{A) in the heading, by striking “*ConvicTioN
and inccrting “MISDEMEANOR CONVICTION™; and

¥8) by striidng “eriminal offenze’ and inseri-
ing, ‘criminal offense consisling of a miy
uerneenor’’. ‘ )

SEC. §12. ESTAGLISOMENT OF MINIMUM PERIOD
O EXCLUSION FOR CERTAIN IND{-
VIDUALS AND ENTITIES SURJECT TO
PERMISSIVE EXCIOSIQN FROM MED-
[CARE AND STATE HEALTH CARE
PROGRAMS.

- Section 1128(e)(3) (L2 U.S.C. 137300—7(f‘)(3)1 is

"amendad by adding @t the end the ff,)uawing

o yulipdrograplss

L, #(0) Jr tha omse of dn exclusion of an individ-
-u.al or endty under aragrapd (1), (2}, ov (3 of

subsection (b). the perind of the esclusion shall
be 3 .years, unless the Sccretary determines in
ageordant. with published repuladons thet o
shorter peviod is approvmiate beeguse of mitigud-
ng arcumstences or thet a lenger poriod ie ap-
propriate hevause of aggravating circuwmsiances.

(K) in Lthe case of an exclusion of an individ-
ual gr entity under subsertion {U)}4) or (L}5),
tae period of the excluxion shall not be lexs than

‘the period during toHich the div(dual’s or ent.

ty's linnsa Lo provide Ledith care is revoked,
suspended, or surnondered, or the individual ar

e endty 15 evcluded or suspended from a Fed-

eral or State health care prograt,

“(F) In the casc of an crelusion of an fndivid-
ual av entlty uncer sudssction (b)(G}(B), the pe-
rivd of e @oluyion shod! Lo gl less thaw ]
vear.”, : ’
BEC, 613, PERMISSIVE KXCLUSION OF INDIVID-

UVALS WITH OWNERSHYY  OR CON.
TROL INTEREST OV SANCTIONED EN-
. TITIES.

Secton 1126°0) U.8.C. 12a-7¢b)) iz
amended by uudmg at the end the foliowing
W paregrarh-

(18} INDIVIRTALR {"f‘)NTR()IJJN(‘ 4 .\.wm'mNED
ENTITY ~(A) Any individual—

‘“‘{1) wha has a divect 0 indirect ownership or
control intevest in ¢ senctivned endity and who
knoury or should know (of defined in section
1128A00)(6)) 0f e aclivn consliltuldng ha hasis
Jor the convicticn or exclusion descnbsd in sul-
paragraph (B); or

*(if) who i at afficer or managmq enployes

(as defined ir section [1261b)) of such an endty.

“(11) For purposes of subparagraph (A), the
T CgunioTdn entity ' msins an entity-

“i) thad hus bewm conmcied of any of fense de-
scribed in subsection (a) or in paragrapk (1}, (23,
or (1) of thiv subsecticn. or -

i) that kee deen orciuded from pardcipa-
tion under a program wnder e XVIiI ov under
a State headth care program. .

SEC, §14. BANCTIONN ALAINST PRACTITIONERS
ANT PERSONS FOR FAILURE 70U
LOMPLY WITH STATITOURY OQBLIGA-
TIONS.

G} Minrsus Pereor oF  ENCLUSION  FOn
PRACTITIGNERS AND FERSONS FAILING TO MERT
STATLTORY OBLIGATIONS —

(1) LN CENEBRAL.---The sconmd xenlence af suc-
ton  FIEECh)CL)  rd2 L. 2330¢ SNl s

April 23, 1996

amended by sriling "may preseribe)” und in-
serting muy proserbe, eToep! that such peviod
may not be less than [y}

(2) CONFORMING AMENDMENT.—Sctiion
1156e0)2) (47 (1.5.C. 1320¢-5(b}2)} i amended
by striking “shall romein™ ane nserting ‘'shall
(suhjert to the minimum period specifus! in P
second sentomee of paragraph (1) ramain,

(8) et CAL OF ““UNWILLING OF Unante" Con-"
DITICN FOE IMIOSITION OF SANCTION.—Section
1156(0)(1). (42 U.S5.C. 1320c-5(bX1}) is omemded—,

(1) in the second senience, by sTiking “and
determines”” .,md all that follows tﬁfﬂugﬂ “Such
gbligatione,”; and - .

(2 by stnk.mg the tkird .imlmac#

SEC. 5i5. INTERMEDIATE SA.NCT!ONS FOx. uwx-
. CARE HEALTH BAINTENANCE ORGA-
| NTZATIONS,

(u) APRLIGATION OF .’n’re;mEDlATE u.()‘v(.‘T[ONS
FUR ANY PROGIAM VIGLATIONS.

(1) In CENEARAL —Section Mzﬁ‘(z)(!) (42 USL
1395mm(i)(1)) 5 emendedd by siriking “the Sec-
relary may terminats' and all that follows and
inserting ‘in mxordunce witk procedurés estab-
lisked under paragraph (), the Sccrstary may
ot GRy Line, tetiinate any such contract of shay
impose the inbmmedhate tenctions ' described in
paragraph (6XE) or (EXC} (wohichowiT is” appli-
cable) on the eligidble organization if the Sec-
retury dedtmunes thal (e organization—- - .

‘“{A) has falled mhemnu.:z.ly to cany ouz the
contract v )

“(R) {s carrying’ out ‘the c.antnwt ina mumu:-r.
substantially inconsistent wf:h thegffi cwnt and

‘affacilve gdministration of this sochon,

() no longer substantally ‘méets the appi-"

'cable rond:t:um of, ;'u.u :cb.aﬂs (a) (e, (e) gnd ..
Yl

‘..) QTHEK wrumwmrg .Jmcnons Por s
CELLANEQUS PROGRAM  VIGLATIONS.—Secton
18766i)¢6) (42 1).8.C. 1395mm{iNE)) is amended by
adding at the md z)u- c»nuwm J new su.bpara-
graph! ’

“(C} In the case of an clzpible organLahor Jar -
wiich (e Sevwvninry wmaokes ‘@ datemmingticsn
under paragraph (1) the basis. of whick is not

“described in subparagraph (A), the Secretary -

may apply the folloing intermediate satctions:

i} Civil money penaltics of hot mare than
25,000 for eanl: determination under. paragraph
(1) if the deficiency that is the. basix of the ae-

lermination has directly aaversely affoclal (or

has the substantial likelihood of adverzely u/f-
Jecting) an individual awersd under thc Ofc'a'n!-
Zation's contract.

{1} Civil money penaltze: of nul more than
310.000 for each week beginning afier the fadli-
atlon of procedures by ths Secrelary under
paragrapk (9) during whick the deficiency that
is the hasis of @ deterrmmt-.nn under pcfagraph
(1) exists,

“(iii) Suspension of enroliment of tndividuals

wnder thiv section ajter-thi daté the Setreiary
notifles the orgatiication of a determination
under paragraph (7) and unel the Secrotary is
snlisjien that the deficiercy that is the basis jur
the dctcn'rumht‘n has hnvn mmﬂﬂﬁd and u‘ 710:
lkely to recur.’

(3) PROCEDUNES #OR IMPOSING SAAC‘TIONS-
Section 1876(1) (42 U.5.C. I’QSmM(U‘ iz orumded
by cdding at the end the followmg ﬁtm -pava,
graph:

“(8) The.Secreinry moy umnale a contract
with an eligible organization under this sectioh
or may impose the intermediate sanctions di
xcribed in paragraph (6) on the organisation in
aceordence with formal inuesiipation and Con-
puance pracequres atablu)zed by au: Secretary
undm' whichae '

*(4) (he Secrevary first grovides the argumiza-
tion with the reasoncble opperiunity to denelop
and uRplemENt o correclive action plan to car-
rect fthe defimienciss that were the basis of the
Scerctary's detemninaticn. under paragraph (1)
and the srganization fails ¢¢ develop ur tuple-
mene such'a plan;

(B! in deciding whether ta impese sanctions,
har Srcaetury Contiders agyravaling factors such
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TO: John
FROM: Andy .
DATE: June 17

RE: Health Care Insurance Bill

You mentioned today that there may be meovement socon on the
health insurance bill and we have heen hearing that you may be

_closing a deal with Lott any minhute ncw, HERE'S SOMETHING THAT YOU

HAVE TO KNOW!!

I 3just wanted t¢ make very sure that you were aware of how
stroengly DOJ feals about he adviseory opinions issue. This is
sorething in the House bill only that would allow a medical
provider to seek an "advisery opinion® about whether certain
activity they plan to undertake would constitute & vioclation of the
law. This would effactively eliminate health care fraud
investigation and prosecution as 2ll available resources would go
into developing these opinions., Defense counssl have told us that
it would constitute malpractice not te get cne so we would get
gazillions. 2and it is unprecedented in criminal lav - imagine a
crook asking if robbing the bank would censtitute a violation of
law! ' .

Anyway, the AG has written the attached letter and zhe and the
Deputy have made calis to Hatch, Hyde and others. FBI Director has
alsc written. This is big deal here. Xf it's in the bill, expect
possible DOJ veto recommendaticn.

1

Sk G ik For mterpttiie '@ﬂnéi SN Subjeck Makers or
4 it axs &A1
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DEPARTMENT OF HEALTH & HUMAN SERVICES
OFFICE OF THE GENERAL COUNSEL

INSPECTOR GENERAL DIVISION
330 INDEPENDENCE AVENUE, SW
ROOM §541, COHEN BLDG.
WASHINGTON, D.C. 20201

FACSIMILE TRANSMISSION RECORD

DATE

TOTAL NUMBER OF PAGES (including this cover page):

Please deliver this transmission immediately:

TO: gennqé/ /(/C’/c\

ADDRESS:

TELEPITONE:

FAX: Yl LEIF

FROM: /f{af,%.w “a

TE*EPHONE:

Return Fax #: (202) 205-0604

*EMARKS Ce | : /_f%,'ﬁv/‘, ?/,),,,,-m,,

(HIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM
IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE
LAW. If you are not the addressee, or a person authorized to deliver the document to
the addressee, you are hereby notified that any review, disclosure, dissemination, copying,
or other action based on the content of this communication is not authorized. If you
have received this document in error, please immediately notity us by telephone and
return to us at the above address by mail.



REQUEST FOR ADDITION TO ADVISORY OPINION SUBSECTION:
(6) Authorized Use of Fees

The Secretary is authorized to accept and retain user fees generated under this section, and
expend them, without fiscal year limitation, on providing guidance regarding the application
of health care fraud and abuse sanctions under this section.

Reason for this amendment: Under the latest draft bill, advisory opinions would be required
of the Secretary under the criminal sections of the Social Security Act, the Civi] Monetary
Penalty Law and the program exclusion statute. This is potentially an enormous new
workload, depending on the volume of requests for advisory opinions received. While the
bill contains authority to charge a user fee, the fecs would NOT go to the Department of
HHS, but rather to the Treasury as Miscellaneous Receipts. Thc amendment above would
allow the user fees to be used to provide the service for which a charge was made. Without
this change, the Department may be forced to reprogram a significant part of its anti-fraud
investigative and auditing efforts in order to provide advisory opinions.

M




CREATING AN UNPRECEDENTED MECHANISM FOR ADVISORY OPINIONS
ON THE ANTI-KICKBACK STATUTE

Background The Government glready offers more advice on the anti-kickback
statute than is provided regarding any other criminal provision in the Uruted States
Code.

Industry groups have been seeking advisory opinions under the anti-kickback statute
for many years, with vigorous opposition by the Department of Justice (DOJ), and the
HHS Office of Inspector General (OIG) under the last three administrations, as well as
the National Association of Attorneys General. In 1987, Congress rejected calls to
require advisory opinions under this statute. As a compromise, Congress required
HHS, in consultation with the Attorney General, tolissue "safe harbor" regulations
describing conduct which would not be subject to criminal prosecution or exclusion.
See Section 14 of Public Law 100-93.

To date, the OIG has issued 13 final anti-kickback "safe harbor® rules and solicited
comment on 8 additional proposed safe harbor rules, for a total of 21 and proposed
safe harbors. Over 50 pages of explanatory material have been published in the
Federal Register regarding these proposed and final rules. In addition, the OIG has
issued six general "fraud alerts” descﬁbing activity which is suspect under the anti-
kickback statute. Thus, the Government gives providers guidance on what is clearly
permissible (safe harbors) under the anti-kickback sﬂatute and what we consider illegal
(fraud alerts). :

H.R. 3103 Proposal. HHS would be required to issue advisory opinions to the public
on the Medicare/Medicaid anti-kickback statute (section 1128B(b) of the Social
Security Act), as well as civil monetary penalty and exclusion authorities pertaining to
Medicare and Medicaid. HHS would be required to respond to requests for advisory
opinions within 30 days.

HHS would be authorized to charge requestors a user fee, but there is no provision for
this fec to be credited to HHS. Fees would thcrefore be deposited in the Treasury as
miscellaneous receipts.

Major problems with anti-kickback advisory opinions include:

mnuc)_a;ex_mpmﬂmum_rrmgss_b_c Because of the mhcrcntly
subjective, factual nature of intent, it would be impossible for HHS to

determine intent based solely upon a written submission from the
requestor. Indeed, it does not make sense for a requestor (o ask the



2

Governmcnt to determine the requestor’s own intent. Obviously, the
requester already knows what his or her intent is.
0 11 existi i injon es i Federal
- rovj vi inion ing the jssue of th
requestor’s intent. An advisory opinion process for an intent-based
statute i1s without preccdent in U.S. law.

o The advisory opinion process in H R, 3103 would severely hamper the
Government’s ability to prosccute health care fraud. Even with
appropriate written caveats, defense counsel will hold up a stack of
advisory opinions before the jury and claim that the defendant read them
and honestly believed (however irrationally) that he or she was not
violating the law. The prosecution would have to disprove this defense
beyond a reasonable doubt. This will scriously affect the likelihood of
conviction of those offering kickbacks.

N

o Advi inions would likely require engrmo rces and m
full time equivalents (FTE) at HHS. The user fees in the bill would go

to the Treasury, not to HHS. Even if they did go to HHS,
appropriations committees tend to view them as offsets to appropriations.
There are no estimates of number of likely requests, number of FTE
required, etc. Also, HHS is permanently downsizing, cven as it faces
massive structural and program changes. The possible result of the bill
is a diversion of hundreds of aati-fraud workers to handle the advisory
opinions. |
For the above reasons, DOJ, HHS/OIG and the National Association of Attorneys
General strongly oppose advisory opinions under the anti-kickback statute, and all
other intent-based statutes. The CBO has scored a very significant cost to this
provision due to lower recoveries in kickback cases due to the inappropriate
exploitation of advisory opinions by defense attorneys.
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July 24. 1996

The President of the United States
The White House
Washington, DC 20500

Dear Mr. President:

As health insurance reform legislation moves toward final passage it Congress, the
American Medical Association (AMA) and the American Hospital Association (AHA)

, are writing tn alert you 1o an issue¢ of great importance to physicians and hespitals.
The pending legisiation devotes an entire title to eliminating fraud amxi abuse in our
health care markeiplace. Both tie AMA and the AHA support efforts 1o rid our bealth
care system of these sbhorrent practices that drain limited health care resources and
threaten quality health care for all Americans.

We firmly believe, however, that physicians and hospitals deserve to be governed by
fraud and abuse laws that are ¢lear and provide useful guidance as ro what conduct is
prohihited. Key provisions such as inlent standards and advisory opinions are essential
to protect bonest physicians and hospitals from what has become an exceedingly
complex and vast web of fraud and abuse laws and regnlations.

The antikickback iaws, for example, are full of overly broad and inexact language. As
HHS Inspector General, June Gibbs Brown, recognized in a2 March 22, 1994 letter to
Representative Peie Stark, “the {antikickback] statute i5 broad and encompasses many
arrangemcnts between health care providers, many of which may not be abusive.” As
a result, a number of physicians and hospitals avoid activities that in many cases would
benefit patients, precisely because they fear these activities might be in violation of the
antikickhack stanre.

The variety and complexity of financial relationships in today's health care market -
make it impossible for physicians and hospitals to depend solely upon statutes and
regulations of general applicability. In addition, the regularory process simply cannot
keep pace with developing new and innovative, integrated delivery svstems. Without
advisory opinions to guide physicians and hospitals, many beneficial arrangements that
would provide high quality bealth vare mwore efficiently will ncver see the light of day.

Contrary to what many have argued, the advisory opinion process contemplated in the
House version of the health insurance reform bill, wonld ot require the Office of the
Inspector General (OIG) to make a finding of a provider's intent. Rather, the opinion
would be based solely on the factual circumstances presented. A physician ur bospital
would be required to make an accurate presentation to the OIG of all relevant facts.
The opinion would not be valid if significant facts were omitted or changed.

L
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' Moreover, an advisory opinion would oot shield & physician or provider acting in bad
faith. Thus, despite the issuance of an advisory opinion, the OIG would be free to-
prosecute physicians or hospitals that exhibired an intenr ro commit fraudulen acts.

Providing physicians and hospitals with gnidance on what factual arrangements violata
the fraud and abuse laws would pot overwhelm the OIG with frivolous requests. More
than 11 federal agencies successfully provide similar gnidance.

We hope that we have alleviated some of the concerns surrounding the issue of
advisory opinions, and wc thank you for your considcration of our arguments. If the
health care field is to be subjeciad to new federal criminal and civil penalties,

physicians and hospitals must be assured they will be assisted, rather than hampered, in
their rmimber one goal of treating patients.

Siacecely,

(e oot D '9 ‘Hetad Aoty

P. John Seward, MD Richard J. Davids
, Executive Vice Presidem , President _
American Medical Association American Hospital Association

cc:  Leon E. Panems, Chief of Suff o the President
Donna E. Shaisls, Secretary of Health and Human Services
Janet Reno, Attorney General
June Gibbs Brown, HHS Inspector General '
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Physicians dedicated to the heslth of America
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Cdmparison of Existing Advisory Opinion Procedures

o
Health Industry Initiative
A
Authority
Time from Request Can Party Requoest Advisory
0 [ssunpce of Precedential Effect of Ayency Disaclion te Public Availability of Oploiea et Avother’s Applicant Avthoriring
Agency/Statutes Advisory Opinions Opinion Dedcline to Provide Reqacst Coadad? Coot StatutefRegolation
Department of Justice 30 days-§ 808 (a) . No, if sequest meets () No, requesting party muss  { Not ipedﬁed 15 USC §§ 78dd-1 & s
(Criminal Division) applytag Vo requesting information documenis, submiited 10 | be part of raasaction which 78dd-2; 28 C.FR. Pari 80
party only—4§ 805 requircments in § 804 support request ot is subject of request § BO4
Forcign Corrupt Practices (b) dizclosed in § 80.14(a)
Act of 1977 binding an DOV only— (b)
¢ 8011 DOM can issue press
celease ro: request and
cesponsc—§B0.14(b)
Department of Justice Na¢ specified Yes, to the extent wriitca Yes—{ 50.6(3) Request, supporting Nat spedified Not specified [ § US.C § 552, 28CFR. {1
(Andtrust Division) business review letier is documents and response $ SD6
: signed by Assistant placed in public index; can
A, Aatitrust Laws Altorney General in charge request delay in indexing—
= of Aaiitrust Division— § 50.6(10)(c)
Q ¢ 50.8(b)
g Federal Election 60 days-§ 437f(a)(1) | Opiniooy may be relicd on | No—} 437(a)(1) All requests arc made No, limited 10 tpedific Not specified |2 USC § 437G 11 CFR. | S
O Commission (Officc of by person specifically public—y) 437((d) traasaction or activity by Pan 112
General Counsel) invaived In sddressed requesdng party—--
activity aor who relies in B 437((2)(1)
Federal Eleciion good faith—§ 437f(c)
Zampaign A of 1971
Sederal Trade Not specifled No action sgainst Yer—§ 1.1(a) Yes, but can wepanately No, request limsited to Not specificd { 1ISU.SC. § 46, 16 CFR. | Iv
Commission tequestiag pacty i in good - request information courso of actioa requesting Part |
taith relics on advice and wbmisted be held pasty praposes to pursue—
Federal Trade Laws Comemission bad afl facis oonfidential—§ 1.4 {1.1(a)
prioc 1o ita advice—4 L.3(b)
Internal Reveaue Service | Not spedfied Biading as to requesling Yes—4§ 601.201(a) & Reguestiog party may No, limited to requestiag Not specified | S U.S.C. § 552, 26 CER. |Io
party oaly; ruling cn be ) request that portons af party’s tax statys 2r (0 (ax § 601201
© Internal Revenue Code revoked at any limo— material likely to appesr la | effects of its acts or
9 601.201(1) ruling be deleted prior to transactions—4§ 601.201(a)
publicaticn—
o { ¢01.201(c)(1 1)
-+ Difice of Government Not specified Opiolon may be tclicd o0 | Yes, based on criteria | Yes, but game of all No, limited to situation in | Nat apccified | 5 U.S.C. app. § 402(b)(8); | S¢
which persoa ix direaly 3 CFR. § 263830

- .
~t Ethicy

Ethics in Government
o Act ol 1978

by pecson spedfically
{nvolved ia addressed
aciivity or wha relics in
good [aith—4) 2438309

in § 2638303

persond deleted ta ement
possible——§ 2638310
Opinion will be published—
§ 2638.310(c)

involved—} 2638702

07/26/986



Effeelive Dale of
Implementing Regulations

New regulations efective
September 1, 1992

Regulations cHective
March 1, 1977

Statuie effeaive Januacy 8,
1980

Regulations effective
April 11, 1579

Reguiations efective
November 12, 1967

cdific .

Regulations cflective
December S, 1939

‘ ——




dooT

OMB AD HP

11:12 B

07/26/96

Tisee Irom Request Can Party Requent Advisary
o Tsquance of Preoedenlial Effect of cy Discre (ion ta Public Availability of Opinion ef Another's Applicant . Authesixing
Agency/Siatutes Adrisory Opiniens Opiniea Dedine o Provide: Request Conduct? Cont ‘Statute/Regulatio
Department of Laboc, Not spedified, but Binding on partics Yes - ERISA Proz 765~ | (a) Not specificd Not specified | 29 U.S.C. § 1135; ER)
Peansion and Wellare Deparunent will described ia request salong | 1,4 5 documents filed in Proc. 76-1 (41 Fed. R
Beocfit Programs normally process ax (he request (ully : suppon of request 36281)
requests ‘in regular | disclosed all necsssavy facts available for throe yeans '
ERISA order and as - ERISA Proc. 76-1, § 10 aller receipt of opigion
expeditiously as ualess thoy contain
possibie” - ERISA proprictary information
Proc. 76-1, § 6.06. - ERISA Proc. 76-1, §
12
®) .
Opinions are available
for public inspeaion -
ERISA Froc. 76-1, § 12
Food aad Drug 180 Days - 21 CER. | Abscat an ‘lmmediate and | Yes—21 CFR. Generally available but see | Not specified Not specified | 21 U.S.C § 371(a); 21
Administration 43 1030(e)(2), significant daager lo § 10.85(a)(2) exclusions at 21 C.FR, C.FR. § 1085
: 10.81(v) bealth,* bindiag on #§ 10.85(b), 10.20 (j); public
Maters within FDA Commissioner of FDA, index of opinions
Comatissioner’s authority untl revoked, as 1o *action .} maintained— 21 CER.
1aken in conformicy with an $ 1090g)
advisory oplnion® - 21
CFR. § 1085
Housing and Urban Not specified Nat binding - no formal Yes - 24 CER. Not spedified Not specified Not spedified | 12 U.S.C. § 2617%(a); 2+
Development proteaion from liabiliry § 3500.4(c) CFR. § 3500.4
Real Faate Setdemeat
Proccduren Act
Intemational Trade Not spedfied So long as Commission has | Yes—19 C.FR. Yes—=under FOILA bu¢ No, advisory opioions Not specified | 19 US.C. §§ 1333, (33
Commission oot rescinded or revoked its | § 21134(b) FOIA cxcmptions may fimited (o respondent's 1337, 19 CFR. § 2115
advice, paety may rely if it apply—19 CER. § 201.19 | conduct—19 CFR.
Intemational Trado disctosed al sclevant faces § 211.54(b)
Swaiures ot time of apinion - 19
C.ER. § 211.54(c)
Sccuritics snd Exchaoge | Not spedficd Tchaically not-binding on | Not specified Yes—but can separately Nol specified Nol specified | 15 U.S.C. 0§ 77, Tisss,
78d-1, 78w, T, 80a.37,

Commixsioa

Scauniyes Laws

Commission even as 10
requestiog pary

requesl information
submitied be held
canfideadal—17 CFR.,

§4 200.81(b), 20083

8Gv-(1; 17 C.ER. §¢
200.81, 202.1(d), 202.2




Ahorily
Type of Statuscy Effective Date of

1 i Autherity [mplementing Regulations
SA [ Impticit August 27, 1976
B

E

t

|

)

Henplicit April 13, 1979

!

]

1

i

1mplicit New regutation effeaive

November 2, 1992

i I miplicit New regutations eflective
| August 29, 1988

|

tmpﬁdt Reguiations effeciive

i November 11, 1970 (17

i CFR. § 20081),

! July 15, 1960 (17 C.ER.

| $2m2)

March, 1994

ot et v,

v et wma
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Prepared by Elizabeth Seifert x4l2,
American Medical Association

Physiciuns dedicated to the healch of America

P. Johs Seward, MD 515 North State Street 312 464-5000
Exeoutive Vice President Chicagn. linois 60610 812 454-4184 Fax

July 22. 1996

The Honorable Trent Lott
Majority Leader

United States Senate
$-230 Capitol Building
Washington, DC 20510

Dezar Mr. Leader:

A% you contme 10 work 1oward resofving issues in H.R. 3103, the Health Insurance Reform bill,
including medical saviogs accounts, the American Medical Association (AMA) is writing to restate
our position regarding the legislation's frand and abuse provisions. As the aitached “Dear
Colleague™ letter from House Comminee Chairmen Archer, Hyde and Bliley states, language
augpable to the medical community has been sgreed vpon after lengthy negotiations.

First, the agreement would ensurc that physicisus would not be pepalized for inadvertent behavior
or errors. This is because the new federal crimes of “heaith care fraud”™ and “false statements”
would require that a provider posssss the specific mtent to violate the Act. In short, he or she musi
act with knowing and willful inient. Second, the agreement includes the House language on the
[evel of intenr required for the imposition of civil monetary penalfics under Federal health care
programs. We stongly request that legiimate disagreements regarding medical treatment
decisions, and variations in coding without an intent to fraudulently bill for services not be cause
far impoting the substantial legal penaities contemplated by the bill. Fimally, the agreement would
provide for binding advisory opinions, which would give providers the necessary guidance as o
whether anticipated factual arrangements violare the fraud and abuse laws.

The AMA strongly encourages Congress 10 uphold these critical agreements when the farmal
confercnce convenes. Altering the existing language a th.Ls stage of the debate would seriously
Jeopardize suppon for the underlying Lill.

We rermin commitred to pursuing the principles of incremental health insurance reform, and we
urge you to prolect the s:gmﬁcmx improvements that haVe been made thus far to thc fraud and
abuse provisions in H.R. 3103.

Sincerely,

ks

P. Joba Seward, MD

cc: House aod Senate Republicans

@ oos
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American Medical Association

riysiclans dadicsed o the health of America

Kirk B. Johzsoa, JD $15 North State Stroet 312 4844600
I Croup Vice President _ Chicago, lilinois 80§10 312 464-3389 fax :
Health Policy and
Geraral Counsal RECBNED
Tuly 3, 1996 JuL 8 1936
LL
i ' ﬂf
Robert Pitofsky Asn K. Bingaman S
Chairman Assistant Attorney General -
Federal Trade Commissien United States Department of Justice
pennsylvania Ave. ar 6tk St., N.W. Constitution Avenue aad Tenth St., N.W,
Washington, D.C. 20580 Washington, D.C. 20530

Re:  Draft Revisions to "Statements of Enforcement Policy and
- :cin] < & ..

Dear Mr. Prtofsky and Ms. Bingarman:

"“Ibank you for the opportunity to review the deaft revisions 10 your “Statements of
Enforcement Policy and Analytical Principles Relating to Health Care and Antitrust™ (hereinafter
the "Statements”). We very much appreciats the opportunity o review the draft revisions and
comment oa them prior to their release in final form We alsa appreciate the courtesy and
professionalism of your talented staffs. "

This letrer sets forth our omments on the draft revisions. In summary, we were pleased
with ceztain aspects of the draft revisions, but we still bave major concerns that we believe need
to be addressed befors the Statements will be accepted by the profession. This letter summarizes
the aspects of th¢ drak revision that we believe to be,improvements and the issues that we are sull

concerned about. i
Aspects of the draft sevisions that the AMA is pleased with are as follows:

®  Nemworks Withour Insurance Risk. There is progress made towards recognition of the fegality
of physician networks where the physicians agres upon fees or charges to payers but do not
share insurance risk (hereinafter “alteruative networks®). As you know, the prevsiling belief
among antitrust amormeys and physicians has been that the Federal Trade Commissioa (FTC)
and the (DQY) considered such networks to be per se filegal. The draft revisivas wuuld
allow alternative networks that vse cerwain kinds of financial incentives to control utilization,
such as boauses for reducing hospital days, w qualify for a ssfety zone. They would also
allow alternmive networks that have sufficieat clinical and functional integration to qualify
for review undec the rule of reason. We rscognize that this is a step forward in the antitrust
analysis of physician and multiprovider networks.

®  Nenvork Size. Enhanced references w the fact ‘i'hat networks substantially larger than those
qualifying for the safery zones may be legal under a rule of reason anmalysis. As you know,
one of the most significant problems with the Statements has been their interpretation by
attorneys and physicians not familiar with the antitrust laws. This audience is unfamiliar

with cule of reason analysis, and prefers the ceruainty of the safery zones. Therefore. they
1end to believe that networks 106 large 1o be in the safety zones are at too much risk of being
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considered illegal, even when that is not the case: The more definite statement that networks
larger thao the safetyzanelmm san be legal uhalpful

e Truncared Rule o Rea:on. One probilen mx: physlclm bave experlenced in network

crganization is the complexity and expense of antitrust review by private antorneys for
perworks thar are not in the safety zones. The cefersnce to the truncated rule of reason will
help reducs the depth of review necessary and reducs its expense.

e Messsenger Modal. The modifications to the messenger model, including the so called
*power of attorney” and “assumed goosptance* varistions will help messenger modcl
perworks operare rmore efficienty. In addition, clarification that messenger model networks
can engage in joint negotiations over oon-few reluted mutters will dso cuatuibute o efficlen:
operation. .

®  Comperirive Markers. There is 3 reference in the draft revisions that networks formed in
campetitive markets for health care delivery and finance are less likely to have an
agricompatitiva affact than nerworks farmed in markets that are not competitive, The AMA
believes thar competitiveness of a market 5 & mjo: factor in whether 2 new network could
adversely affect competition, and it is helpful thar it is cecognized in the draft revision.

® (arificadions. Thete are oter clarifications in me draft revisions tat clear up problems of
interpeetation. 7

We have two major concerns about the draft gmdelms Our eoneerns about these two issues

- are substantial enough that, ix spits of the progress made in the draft guidelines listed abave, we

believe that the bulk of the medical profession will be disappointed in them. Our concerns cester
ob the tone of the section that dagcribes ruls of reason analysis for networks that do not fall
within the safety zones, and the lack of expaasion of the size limits in the safcty zones or sdoption
of 2 quick look rest for networks wo large w be ln s safely cones. These issues are critical w0
the medical profession. E£ach concarn s dascrided 18 more denail below.

Tone. The draft revisions state that, under a rule of teason analysis, aetworks that do not
share the kinds of substantial financial Ask necescary to qualify for a sifety zone may he legal
under a rule of reasos analysis if it achieves efficiencies associatad with clinical and functionsl
integration. However, the draft revision emphasizes thar the efficiencies most likely to be
recugnized by the FTC and the DOJ i the evaluation of networks pursuant to the rule of rzason
are tose that involve the sharing of substantial financial risk or the use of othes financlal
incemtives to control utilization. In the past, this bag been iarerpreted as a signal thac Iy would be
very difficult 10 persuade the agencies B2t 3 0 € Tot &ssume insurance risk would

beTegal. We are concerned that the dralt revisions continue o commuagicate skepticism about the

[doio
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meric and legaliry of alternative networks, As Professor Havighurst has stated, “A markerplace
lecking health plans designed by physicians minne (and: not by antitrust authorities) could easily
fail to sezrve consumers well ot w be fully reliable, from the standpaint of a socjety as a whole. as
a place for working out the difficult trede-offs with which health care necessarily abounds.*

{Havighurst, Clack C., Wmmﬁmw Nov.
1595 "Drat,” p. 21).

There is uo question that the assumption of insurance nsk and the usé of other financial
incentives can be assaciated with reducing costs. However, as is discussed in detail in the white
paper that we submitted 1o you, thers is still controversy about how to assure that the use of these
inceatives does not result ie the withholding of necessary care. As a result, thete is a very
substarrial market for networks tiat de not rely on {asurance risk ar financial incentives to cantrol
-utiiizarion, and there is evidence that thege kinds of neeworks can reduce costs, - We want tc be
sure that physicians and other providers will Ue able to participate in this market and to
experiment with the development of this kind of sewurk.

Ag we emphasized in our white paper, experience has shown that whea physicians are
allowed tn experiment with networls and to leamn how 10 gidnige thers, they have been successful
in spite of the predictions of experts, These successeS' bive besn achieved primasily by
independent practice organirations (IPAs) thar accept insurance risk 2s oppased 10 alternative
actworks. However, it was legal for IPAs to operate, expeciment, gain experience, during the
period when tiey learned Low to achieve success: It has not been legal for alternative networks
© operate. We believe that It compeditive smarkets, physticians allowed to experiment with
alternative networks will be abie to develop products har are gppealiag o purchasers. Ilewever,
they need the latitude necessary 1o engage in this experimentarion. Therefore, we had hoped (o a
stronger commirment 1o rule of reason analysis than appeared in the deaft cevisions.

Siza Limits. Our gecond major concen is that no changes were made in the size limits for
necworks ia the safety zones, and out suggestion for 2 "QUICK Jook™ WRT U would Tocus on the
marke power of large networks size was not sdoptad. Your staff indicated surprise that we are
coneerned about size limits because the antitrust seform tegislation that we suppors in Congress
does not address size limits. That is the case beczuse we concluded, after lobbying far
legisladvely se size limits in safety 2ones in prios years mar it was wo difficult w arrive a:

/ legislatively set size threshoids and that the issue should be addressad ip eaforcement policies. As
~ you know, the legislation that we support calls for the developaent of galdehna to implement it,
and we expected the size lim#t issur o be addressed in thase proceedings in the event of passage.
W3 have consistently raisad the issus of size limits in our positian papers on this issue. including
all of our wrinten submissions 10 the FTC and the DOJ. Our presentation at the meering of AMA
and FTC suaff on March 6, 1996 was primanly devou:d to describing examples of procemperitive
[PAs that were substantially larger than the salely zone thresholds.

We have raised concerns about the size limits to_x_' two reasons. First, the size limils are set
at low levels, Networks that are truly nonexclusive pose little threat of anticompetitive activiry.
We recommead that tha safety zone for nonexclusive networks be increased to S0% or any
specialty in 3 magket, a figure that we feel 13 congervative for nonexclusive nerworks and what




07/26/96 11:15 B OMB AD HP do12
o JUL-18-"3€ THU 1B:19 ID:AMA-FEDERAL AFFAIRS TEL NO:2@2-T89-4581 H#146 PDS

Robert Pitofsky
Ann K. Blogaman
July 3, 1996
Page ¢

may be ths minimum size naceseary tn competé with many nonphysician directed plans. Again
Professor Havighurst would agres with us: “"Such nopexculsivity should, in fact, save any
network (whatever its size) thar exists in a market where lazge employers and other payers have,
and exercise, real opportunities 2ither to organize their Own networks Or W patronize other
existing physician groups.” Havighurst, p. 14. :

We also recommended that at “quick 1wkmmmr fee for service networks

that would qualify for the safety zones dut for thelr size (we recommended thar fee for service

, RefWOTkS Wit termin characteriseics be inciuded in the safery zones). The quick look rest wauld
focus on one factor, whether the network was 3o large that it had an impermissible amount of
market power. The focus would be oo market power becauss every other aspect of the network
can be assumed procompetitive, siacs it has the characteristics necessary 10 be within a safety
zone. We have recommended several eritweria for evaluating whether the nerwork would have 100
much jmarket power w included in Statements. They are listed in the June 21, 1996 lotter and
white paper. The criteris would include: ‘

® the extent of mansged care penetration in quka;

® the kinds of managed cage plans that are dominant in the market;

® the number uf inavaged care plans that serve the market;

® the pumber ot networks organized dy maxia.L care plans, iacluding those organized by
insurers aching in an administrative services on.ly capacity and by third party
administrators; _

¢ the number of independent physician natworhs designed to serve managed care plans, and
the percentage of physicians in the market thav participate in these networks: and

, ~ = the approximaie percruiays of physician revenucs amriburble to different networks.

A quick review of this information would indlci_’ie whether there is any concern wiat nerworks
larger than the safety zone limits but within the larger limits could exercise market power.

We believe that the reference in the truncated rule of reason analysis in the draft revisions is
a step forward in the evaluation of physician and multiprovider networks. Our quick look test
recommendation is based on the concept of the trurcated rule of reason analysis, but is different.
Under the truncated rule of reason, the reviewer is able to categorize networks that do not fall
within the safety zones as obviously illegal or obviously legal due to the prasence of various
factors thar make 3 full blown rule of reason analysis vanecessary. Under our quick look test, the
reviewer focuses on a specific factor, market power; because it is unnecessary to inquire into
other factors given that the network has the characteristics (but for size) to fajl within a safety
zone. There is enough that is uncertain about antitrust analysis without exposing unnecesary
issued W the ardently protective, good faith and inevitably subjective view of agency staff.
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Another way tc address the size issue would be ) incorporats the concept of adverse

ﬂmwﬁfywnmmw
comp it in DQJ comnsent orders in U.S_ v Health Cholcs of Northwest

i - il Action No. 936171<CVSJ6, U.S.D.C, W.D. Mo., and v
Parmers, Ins., Civil Action No. 395-CY-01946RNC, U.S.D.C., D. Conn. In those consent
ordess, it Was regognizad thar 3 cors of physicians may invest in and organize 3 network, and
then conmract with other physicians to provide the geographic and speclalty coverage necessary w
be competitive. The intsrests of the owner pbysicians who want the aetwork 0 be a financial
success and gain a return o theie investment are adverse % contracting physicians wha simply
want @ be paid for tresting patients assigned to them by the uetwork. Similarly, when a core of
primacy care physicians in a nerwork bave capitated arrangements which reward them for
conserving va specialty and hospiwml care, their interests are adverse to the specialist physicians in
the network. These adverse interests make it less likely thit a large network would enjage io a
pricefixing conspiracy. These ctiteria cuuld be included in the discussion of the rule of raason
analysis in the draft revisions. y

In conelusion, the AMA appreciares the pmgre:{s_ thar has been made in resolving the
concerns that we have raised. However, we feel that there is more progress to be made before
tic profession will be enthusiastic about the draft revisions.
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Sent to all Membars of Congress.

Tune 7, 1996 K

The Honorable Spencer Abraham

United States Senate .
245 Dirksen Sepate Office Building *
Washington, BC 20510 '

Dear Senator Abraham:

The undersigned medical societies are writing to apprise you of our members’ strong
oppesition regarding the extensive fraud and sbuse, provisions contained in HR 3103,
We are hearing from thousands of physicians each day across the country who are
outraged that Congress would consider imposiug such excessive sanctions against
physicians making inadvertent administrative mistakes. Although we support efforts
to curb fraud and abuse in the health care sector, we believe that the provisions currently
contained in HR 3103 go far beyeond merely tightening laws 1o prosecute wrongdoers.
The extensive new health care offenses would dramatically increase civil monetary
penalties and threaten physicians who ere dedicated to doing what’s best for their
patients.

Since we icamned that fraud and abuse provisions would be added t the health insurance
reform bill. we have repeatedly made our positions known to Congress. We are
concemed, however, that our requesied reasonablé:modifications are being ignored.
Accordingly, we would liks to take this oppormunity to reemphasize our key requests for
revisions to the fraud and abuse provisioas.

» Legitimate disagreements regarding medica! treatment decisions. and variations in-
coding without an ingent 10 fraudulently bill for services, should not be cause for
imposing legal penalties (especially since inappropriate payments arc alfeady =
recouped by the government.) A determinatioh of whether services are “medically
necessary” is by nature a subjective judgment and must be made by a professional.
Unless there is a specific intent 1o defraud the system, the legal system should not
have the right 10 question what a physicisan belicves to be medically necessary.
Likewise, coding of health care services for Medicare billing oflen iy subjeciive. A
physician may have to choose between several codes to describe a procedure. Such
innocent coding decisions could trigger huge civil monetary penalties if later
determined to be inappropriate. MWME
penalties for medical necessity oeupcoding.

¢ We strangly encourage you to add the word “willfully” to the new federal health
care offenses (House sections 242 —~ Health Care Fraud and 244 — False

Starements). These criminal provisions would create now law, and it i3 imiportant that

| ¥

1
gy

Prepared by Kristen Morris x408.
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this new law 116t be ambiguous. Mmu:mmzmmuum&nm
language which ensures that offenders who intentionally break the law are punjshed,
but those with no intent to do wrong are not treated as criminals. It is unconscionable
that physicians could be subjected to criminal sanctions for unintentional coding
CITOIS. :

e We agree that civil monetary penalties (CMPs) can be appropriate to deter fravdulent
behavior. We strongly believe, however, that'an individual should be gble to know
that his or her conduct is prohibited, and that the penaities should be-commensurate
with the offense committed. Toward this end; we support the House provision
whick would egtablish 2 “knowledge” standard for CMPs. In addition, we
support tying the amount of thc penalty to the amount of the inappropriatc
claim to avoid unnecessarily and onreasonably excessive fines. Without these two
safeguards, physicians may find themselves subject 10 enormous and disproportionate
penalties for activities they did not know were prohibited.

* Ip a0y [raud apd abuse program, physiciNns and other providers should be able
to obtain binding written advisory opinions from the appropriate enforcement

" agencies as to whether anticipated conduct violates the law. Advisory opinions
that spprise the medical community of whichifactual circumstances are illegal would
allow enforcement agencies to fight fraud and abuse, but would reduce the unintended
chilling of activities that do not violate the law. Wa therefore urge you 10 gecant the
H .. iding for advi ini A

3
i

e Doth the Ilousc and Scnatc biils contain fraud and obuse provisions that would make
changes in the existing Medicare Intzgnty Program. These provisions would mandate
the use of new commercial software technologies. Our concern is that the content
of these new commercial products would pot be disclosed based on tke claim that
such information should be private, thereby creating “black box™ review
screens. Ata time when puu‘cms are deman&i‘ng more infonnation on beneflt

l _L'o effectively combat fraud, the laws must be balanced and clear 5o thar the real
wrongdoers are brought to justice. But it is beyond reason to treat physicians as if they
are worse than violent criminals. Innocent physicians and health care providers should
not be put in jail or subjected 10 excessive fines for unintended mistakes while wying to
decipher complex administrative rules or zegu.lnions

As you move to finalize the conference report to%I-IR 3103, we urge you to consider
seriously the concerns raised sbove.

4
Sincerely, :

#

By
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Alagka Stute Medical Associstion
American Academy of Allergy Asthma and Immunology
American Academy of Child and Adolescent Psychiatry
American Acsdemy of Dermatology
American Academy of Facial Plastic and Recoastructive Surgery
Americaa Academy of Family Physicians
American Academy of Hematology
Amcrican Amdemy of Neurology
’ : : Anericsn Acsdemy of Ophthsimology
' Auwcricas Acadensy of Orthopaedic Surgeons
American Academy of Otolsryngology - Head and Neck Surgery
American Acgdemy of Paio Medicipe
Americaa Academy of Pediatrics
Americsn Acsdemy of Physical Medicine and Rehabilitation
American Association of Cligical Endocrinolopists
Axsericah Association of Clhunl Urclogists
American Axsociation of Neumlugiul Surgeons
American Association of Plamc Surgeors
Ameriean College of Cardlolog
American Collsge of Emergency Physicians
Aperican College of Nuclear Pbysicians
American College of Obstetricians and Gynecologists
American College of Occupational snd EBvironmentsl Medicine
Americsn College of Osteapiathic Surgeon
American College of Physicians
Americza College of Rheumatology
American College of Surgwnl
Ameriean Sroup Practiée Assoclation
American Medical Axsociation
American Mediesl Direetors Association
* American Orthopaedie Foot sod Aunkle Soclety
Americap Ostoopathic ‘A.uocntlon
American Psycehlatric Association
American Socisty fur Dermztologic Surgery
American Society for Gastrojptestinal Endascopy
American Sosiety for Reproductive Mediciae
American Society of Abdominl Surgeons
American Society of Anuﬂmiolognn
American Society of Cataract and Refractive Surgery
Americsn Socicty of Clunnl Oncolopy
American Society of Clmical Pathologists
American Society of Heumolog'
Ametican Socisty of lnternnl Moediciae
American Society of Mnxillofachl Surgeons
Amcrican Socicty of Plastic end Rieonstructive Surgeons
Americar Urological Association
Arkansss Medicgl Socicty
College of American Pathologists
Colorado Medical Society
Couagress of Neurological Surgeons
Counecticut State Medicsl Soclety
Florids Medical Asgociation
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Greater Alhuquerque Medical Association
Hawaii Medical Associstion
Idaho Medicsl Association
INinois State Medscal Soclaty
Indisna Statc Medical Assoctation
. Iowa Medical Society
Kansas Medical Society
Kcatacky Mcdieal Association
Maine Medics] Association
Massachuseus viedical Society
Medical and Chirurgical Faculty of Msryland
: Medieal Association of Georgla
Medical Association of the Sutz of Alabama
Medical Gronp Mtnngement Association
' Medieal Society of Delaware
Medieal Socloty of New Jersey
Merlical Saciety of the State of New York
Medical Soclety of Virginia
Michigan State Medital Society
Minpesots Medical Association
Missiasigpi State Medical Assoclation
Missouri State Medical Association
Montaas Medical Association
Nebrasks Madical Association
New Hampahire Mndied Society
New Mexico Madics] Soclety
North Caroling Medieal Society
North Dakota Madisal Association
Ohio State Medica! Associatios
Oldabomn State Modien) Assoclation
Oregon Medical Association
DPeaasylvanis Mdlul Soclety
Renal Phyzicians Auouation
Rhode Islagd Muh:-l Suciety
Sodety of Cardiovascuisr and Interventions] Radiology
Soclety of NuclssrMedicine
Society of Thorseié Surgeons
South Carelins Medicsl Associntion
' : South Dakota State Mcdlul Soclety
State Medial Society of Wisconsin
Tennemsee Medical Aunciation
Texas Medical Auoehﬂon
US and Canadiaa Acsdemy of Pathalogy
‘Walnut Hill OB/Gyn’ Associates
Utah Medical Association
Vermoot State Medical Society
Washingtan State Medical Associmtion
West Virginia State Medical Assotistion
Women’s Association for Ubstetrics and Gynecology
Wyoming Medical Society
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STATEMENT OF DEPUTY ATTORNEY GENERAL GORELICK
ADVISORY OPINIONS AND
HEALTH CARE FRAUD LEGISLATION
July 11, 1996

Good moming.

For some time, Congress has been considering important health care fraud legislation,
and we have very worked closely with Congress on a variety of measures designed to help curb
health care fraud and abuse. Both the Senate and the House have passed separate versions, and
the legislation is headed toward conference. |

We are pleased that the Congress has included health care fraud and abuse provisions in
the Health Coverage Availability Act which is H.R. 3103. The fight against white collar crime,
and health care fraud in particular, is one of the Department’s highest priorities, and we support
many of the fraud and abuse provisions in the bill. But this moming, I want to take a minute to
raise a very serious concemn about the House version of that legislation -- one that has not
received very much attention and certainly far less attéx;tion than it deserves and which would
make it more difficult for us to prosecute those who pay or receive bribes for the referral of
Medicare patients. That is the requirement in the House bill that the HHS Insbector General
issue advisory opinions concerning what constitutes a crime under the Medicare anti-kickback
statute.

It is a crime to pay someone for referring health care business which is to be paid for
by Medicare/Medicaid. Decisions that physicians make day in and day out -- such as whether
to and where to hospitalize a patient, what tests to order, what drugs to prescribe -- affect the
health and well being of our elderly parents and of our children. Allowing those decisions to

be made under the influence of a kickback would be wrong.
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The House bill would make it more difficult for the government to enforce the anti-
kickback statute by prosecuting those who pay or receive kickbacks. It would require the HHS
Inspector General to issue written advisory opinions on whether certain arrangements violate the
criminal statute. These opinions could be, would be construed to bless conduct based on the
provider’s own description of it. Yet, the determination about whether conduct violates a
criminal law is and always must be based upon evidence that is gathered through an independent
investigation, not on information provided by a potential defendant.

Now our concemn is that defendants will argue that they relied on these opinions in
concluding that their conduct was permissible; the government will find itself mired in endless
litigation over the application of these opinions; and the end result will be that our efforts will
be undermined. |

The provision of these opinions also will consume significant law enforcement resources
and trigger other costs to the federal government. |

Those who claim they need advisory opinions‘ to know whether they are violating the
anti-kickback statute are being straightforward. The ﬁHS IG already offers guidance on the
statute (in the form of safe harbor regulations and fraud alerts). And, the Senate bill would offer
even more guidance, in the form of interpretive rulings.

The key point here is, we do not prosecute people for mistakes. Our efforts are aimed
at those who commit intentional misconduct and unscrupulous providers who defraud their
patients and the health care system, the government can not afford that additional burc!en. Our
prosecutions are directed at those who intentionally lie, or file false claims, or steal money from
health plans, or pay bribes to corrupt the professional judgment of medicare providers. Our

goals are to protect the Medicare system and the other government and private health care payers



07/11/98 16:58 T202 514 8149 DOJ OLA @oc4/0086

and the people who rely on them.
So, on behalf of the Administration, I want to urge that the House protect the integrity

of our fraud fighting efforts and accede to the Senate's version of this legislation.
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Office of the Attarnep General
Washingtan, B. & 20530

June 8, 1996

The Honorable Newt Gingrich

Speaker of the House of
Representatives

Washington, D. C. 20515 ‘

Dear Mr. Speaker:

This is tc advise you that although the Department strongly
suppcrts many of the health care fraud and abuse provisions of
H.R. 3103, the Health Coverage Availability and Affordability
Act, we strongly object to the requirement for advisory opinions,
contained in the bill as passed by the House of Representatives.
As this legislation moves toward conference, we urge removal of
the advisory opinion provision from the final bill. We also urge
vou to adopt the provision in the Senate bill that authorizes an
investigative demand provision in both ¢ivil and criminal
investigations.

The House bill would require the Department of Health and
Human Services (HHS) to issue written advisory opinions with
respect to whether certain provider arrangements .violate the
anti-kickback statute, 42 U.S.C. 1128B. This is an unprecedented
and unwise requirement that would severely undermine our law
enforcement efforts relating to health care fraud.

The Department of Justice has the exclusive authority to
enforce all federal criminal laws, including the anti-kickback
statute, and we do not issue advisory opinions with regard to any
criminal statute. One important reason is that judgments about
whether conduct violates a federal criminal law should be based
only on evidentiary facts that have been corroborated through
independent investigations conducted under the supervision of
prosecutors. They are never based upon information provided by
the actor, and potential defendant. This 1s particularly
important because the actor's intent is an element of the
criminal offense.

Under these circumstances, the imposition of the advisory
opinion requirement on HHS, or this Department, would sexrve only
to generate countless complexities in oux health care fraud
prosecutions. Indeed, it may be used by wrongdoers as a shield
for fraudulent activities that rob the Medicare system and cause
real harm to patients. There is already more governmental
guidance provided with regard to the anti-kickback statute than
cther white collar crime laws. Under current law, the HHS IG
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issues safe harbor regulations as well as fraud alerts and the
Senate bill would provide new interpretive rulings about the
statutory language, which would add even greater guidance.

We are pleased that both the House and Senate bills have
included an authorized investigative demand provision. We urge
you to eliminate language that would limit the issuance of such
demands to criminal investigations and to clarify that these
demands are authorized for civil as well as c¢criminal
investigative purposes. The demands would be an important
investigative tool in our civil fraud efforts under the False
Claims Act, which return losses to Medicare and other federal
programs. It is essential that we give equal consideration to
the civil aspects of health care fraud in crder to recover those
losses where criminal prosecution 1s not appropriate. The
investigative demand provision should be available in civil as
well as criminal investigations.

I appreciate your support for our efforts to protect the
Medicare system and other health care programs from fraud and
abuse. Please demonstrate that support by ensuring that there is
no advisory opinion provision in the final insurance portability
legislation and providing a complete authorized investigative
demand.

The Office of Management and Budget has advised that there
is no objection to this report from the standpoint of the
Administration's program.

Janet Reno

cc: The Honorable Richard Gephardt
Minority Leader
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Office of the Attarnep General
MWashington, B. € 20530

June 8, 1996

The Honorable Newt Gingrich

Speaker of the House of
Representatives .

Washington, D. C. 20515 ‘

Deax Mr. Speaker:

This is to advise you that although the Deparxtment strongly
supports many of the health care fraud and abuse provisions of
H.R. 3103, the Health Coverage Availability and Affordability
Act, we strongly object to the requirement for advisory opinions,
contained in the bill as passed by the House of Representatives.
As this legislation moves toward conference, we urge removal of
the advisory opinion provision from the final bill. We also urxge
you to adopt the provision in the Senate bill that authorizes an
investigative demand pxovision in both civil and cximinal
investigations.

The House bill would require the Department of Health and
Human Services (HHS) to issue written advisory opinions with
respect to whether certain provider arrangements fiolate the
anti-kickback statute, 42 U.S.C. 1128B. This is an unprecedented
and unwise requirement that would severely undermine our law
enforcement efforts relating to health care fraud.

The Department of Justice hasgs the exclusive authority to
enforce all federal criminal laws, including the anti-kickback
statute, and we do not issue advisory opinions with regard to any
criminal statute. One important reason is that judgments about
whether conduct violates a federal criminal law should be based
only on evidentiary facts that have been corroborated through
independent investigations conducted under the supervision of
prosecutors. They are never based upon information provided by
the actor, and potential defendant. This is particularly
important because the actor's intent is an element of the
criminal offense.

Under these circumstances, the imposition of the advisory
opinion requirement on HHS, or this Department, would sexrve only
to generate countless complexities in our health care fraud
prosecutions. Indeed, it may be used by wrongdoers as a shield
for fraudulent activities that rob the Medicare system and cause
real harm to patients. There is already more governmental
guidance provided with regard to the anti-kickback statute than
other white collax crime laws. Under current law, the HHS IG
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issues safe harbor regulations as well as fraud alerts and the
Senate bill would provide new interpretive rulings about the
statutory language, which would add even greater gquidance.

We are pleased that both the House and Senate bills have
included an authorized investigative demand provision. We urge
you to eliminate language that would limit the issuance of such
demands to criminal investigations and to clarify that these
demands are authorized for civil as well as criminal
investigative purposes. The demands would be an important
investigative tool in our civil fraud efforts under the False
Claims Act, which return losses to Medicare and othexr federal
programs. It is essential that we give equal consideration to
the civil aspects of health care fraud in order to recover those
losses where criminal prosecution is not appropriate. The
investigative demand provision should be available in civil as
well as criminal invegtigations.

1 appreciate your support for our efforts to protect the
Medicare system and other health care programs from fraud and
abuse. Please demonstrate that support by ensuring that there is
no advisoxy opinion provision in the final insurance portability
legislation and providing a complete authorized investigative
demand.

. The Office of Management and Budget has advised that there
is no objection to this report from the standpoint of the
Administration's program.

Janet Reno

cc: The Honorable Richard Gephardt
Minority Leaderxr
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America needs health insurance reform.
But unfair fraud and abuse laws
| need a second opinion.

Congress is moving now to pass long-needed legislation making health insurance portable and
ending coverage exclusions due to preexisting medical conditions.

; Congress is also considering ways to end
i the discrimination in health care by
providing a greater range of treatinent
choices for patients through Medical Savings
Accounts and enhanced coverage of mental
illness.

The nation—and our petients— need
these reforms.

HOWEVYER...some proposals in the

l House and Senate go t00 far. Despite

: months of neotiations, legislation is now
| being considered that eould put your
doctor in jail or exact grossly excessive fines for
unintended paperwork mistakes. These new fraud and abuse
law's will set basic principles of due process back a century.

Medicine agrees that fraud and abuse is a serious problem.
If doctors willfullv and kmowingly violate our nation's laws.
they should be punished. But honest mistakes should not
make physicians—or any other citizens—candidates for
incarceration.

i America needs health insurance reform...but not
] unfair laws that will put innocent doctors in jail.
|

Call the AMA's Grassroots Hotline at
1-800-833-63351 to obtain more information about
Joining the campaign to strike these onerous provisions
from the low. .

American Medical Association
Physicians dedicated 1o the health of Amenica
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Sent to all Members of Congress.
Prepared by Kristen Morris x408.

June 7, 1996

The Honorable Spencer Abraham
United States Senate

245 Dirksen Senate Office Building
Washington, DC 20510

Dear Senator Abraham:

The undersigned medical societies are writing to apprise you of our members’ strong
opposition regarding the extensive fraud and abuse provisions contained in HR 3103.
We are hearing from thousands of physicians each day across the country who are
outraged that Congress would consider imposing such excessive sanctions against
physicians making inadvertent administrative mistakes. Although we support efforts
to curb frand and abuse in the health care sector, we believe thart the provisions currently
contained in HR 3103 go far beyond merely tightening laws to prosecute wrongdoers.
The extensive new health care offenses would dramatically increase civil monetary

penalties and threaten physicians who are dedicated to doing what’s best for their
patents.

Since we leamed that fraud and abuse provisions would be added to the health insurance
reform bill, we have repeatedly made our positions known to Congress. We are
concemed, however, that our requested reasonable modifications are being ignored.

Accordingly, we would like to take this opportunity to reemphasize our key requests for
revisions to the fraud and abuse provisions.

« Legitimate disagreements regarding medical treatment decisions, and variations in
coding without an intent to fraudulently bill for services, should not be cause for
imposing legal penalties (especially since inappropriate payments are already
recouped by the government.) A determination of whether services are “medically
necessary” is by nature a subjective judgment and must be made by a professional.
Unless there is a specific intent to defraud the system, the legal system should not
have the right to question what a physician believes to be medically necessary.
Likewise, coding of health care services for Mcdicare billing often is subjective. A
physician may have to choose between several codes to describe a procedure. Such
innocent coding decisions could trigger huge civil monetary penalties if later
determined to be inappropriate. We urge you to drop provisions which apply

e We strongly encourage you to add the word “wilifully” to the new federal health
care offenses (House sections 242 — Health Care Fraud and 244 — False
Statements). These criminal provisions would create new law, and it is important that
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this new law not be amblguous Mmumm_thgﬂmzmd:_m_m:_s:nm

that physxcmns could be subjected to crunmal sanctions for unintentional coding
erTors.

We agree that civil monetary penalties (CMPs) can be appropriate to deter fraudulent
behavior. We strongly believe, however, that an individual should be able to know
that his or her conduct is prohibited, and that the penaities should be commensurate
with the offense committed. Toward this end, we support the House provision
which would establish a “knowledge” standard for CMPs. In addition, we
support tying the amount of the penalty to the amount of the inappropriate
claim to avoid unnecessarily and unreasonably excessive fines. Without these two
safeguards, physicians may find themselves subject to enormous and disproportionate
penalties for activities they did not know were prohibited.

In any fraud and abuse program, physicians and other providers should be able
to obtain binding written advisory opinions from the appropriate enforcement
agencies as to whether anticipated conduct violates the law. Advisory opinions
thar apprise the medical community of which factual circumstances are illegal would
allow enforcement agencies to fight fraud and abuse, but would reduce the unintended

chilling of activities that do not violate the law. We therefore urge vou to accept the
H . - iding for advi . .

Both the House and Senate bills contain fraud and abuse provisions that would make
changes in the existing Medicare Integrity Program. These provisions would mandate
the use of new commercial software technologies. Our concern is that the content
of these new commercial products would not be disclosed based on the claim that
such information should be private, thereby creating “black box” review
screens. At a time when patients are demanding more information on benefit
covemgc xt xs wrong 10 pemm snch closed, “black box” edits. We urge vou to amend

To effectively combat fraud, the laws must be balanced and clear so that the real

wrongdoers are brought to justice. But it is beyond reason to treat physicians as if they
are worse than violent criminals. Innocent physicians and health care providers should
not be put in jail or subjected to excessive fines for unintended mistakes while trying to
decipher complex administrative rules or regulations.

As you move to finalize the conference report to HR 3103, we urge you to consider
seriously the concemns raised above.

Sincerely,
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Alasksa State Medical Association
American Academy of Allergy Asthma and Immunology
American Academy of Child and Adolescent Psychiatry
American Academy of Dermatology
American Academy of Facial Plastic and Reconstructive Surgery
American Academy of Family Physicians
American Academy of Hematology
American Academy of Neurology
American Academy of Opbthalmology
American Academy of Orthopaedic Surgeons
American Academy of Otolaryngology - Head and Neck Surgery
American Academy of Pain Medicine
American Academy of Pediatrics
American Academy of Physical Medicine and Rehabilitation
American Associstion of Clinical Endocrinologists
American Association of Clinical Uroclogists
American Associstion of Neurological Surgeons
American Association of Plastic Surgeons
American College of Cardiology
Americap College of Emergency Physicians
American Collcge of Nuclear Physicians
American College of Obstetricians and Gynecologists
American College of Occupational and Environmental Medicine
American College of Osteopsthic Surgeons
American College of Physiclans
American College of Rheumatology
American College of Surgeons
American Group Practice Assoclation
American Medieal Association
American Medical Directors Association
American Orthopaedic Foot and Ankle Society
American Osteopathic Association
Ameriean Psychiatric Association
American Socicty for Dermatologic Surgery
American Society for Gastrointestina) Endoscopy
American Society for Reproductive Medicine
American Society of Abdominal Surgeons
American Society of Anesthesiologists
American Society of Cataract and Refractive Surgery
American Society of Clinical Oncology
American Society of Clinicsl Pathologists
American Socicty of Hematology
Americsn Society of Internal Medicine
American Soclety of Maxillofacial Surgeons
American Society of Plastic and Reconstructive Surgeons
American Urological Association
Arkansas Medical Socicty
College of American Pathologists
Colorado Medical Society
Congress of Neurological Surgeons
Connecticut State Medical Society
Florida Medical Association

HB42 PAS
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Greater Albuquerque Medical Association
Hawsii Medical Association
Idaho Medical Association
Lllinois State Medical Socicty
Indisna State Medical Association
JYowa Medicsal Society
Kansas Medical Society
Kentucky Medical Association
Maine Medical Association
Massachusetts Medical Society
Mcdical and Chirurgical Faculty of Maryland
- Medical Association of Georgia
Medical Association of the State of Alabama
Medical Group Management Association
Medical Society of Delaware
Medical Socicty of New Jersey
Medical Soclety of the State of New York
Medical Soclety of Virginia
Michigan State Medical Society
Minnesota Medical Association
Misstasippl State Medical Association
Missouri State Medicsl Association
Montana Medical Association
Nebraska Medical Association
New Hampshire Medical Society
New Mexico Medical Society
North Carolins Medical Society
North Dakota Medical Association
Ohio State Medical Association
Oklahoma State Medical Association
Oregon Medical Association
Pennsyivania Medical Society
Renal Physiciang Associstion
Rhode Island Medical Society
Society of Cardiovascular and Interventional Radiology
Society of Nuelear Medicine
Society of Thoracic Surgeons
South Carolina Medical Association
South Dakota State Medical Society
State Medical Soclety of Wisconsin
Tennessee Medical Association
Texas Medical Association
US and Canadian Academy of Pathology
Walnut Hill OB/Gyn Associatea
Utab Medical Association
Vermont State Medical Soclety
Washington State Medical Association
West Virginia State Medical Association
Women's Association for Qbstetrics and Gynecology
Wyoming Medical Society

HR42 PB6
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AMENDMENT URGENTLY NEEDED TO PERFECT
FRAUD AND ABUSE LANGUAGE IN H.R. 3103

Status: Both the House and Senate have passed incremental health insurance reform
bills that dramatically jncrease fraud and abuse enforcement guthority. Physicians may
face criminal prosecution and exorbitant fines, unless the fraud and abuse provisions are
modified to specifically define the level of intent and precise conduct that is prohibited.

Problem: The proposed Hoyse bill would subject physicians to criminal prosecution and
fines for conduct which they are not gware is illegal.

With today’s health care marketplace constantly changing, there are financial arrangements
which may not be black and whire. That is why it is critical that fraud and abuse legislation
be carefully crafted to avoid punishing unintentional acts by physicians.

1. NEW FEDERAL. FRAUD AND FALSE STATEMENT PROVISIONS MUST
CONTAIN " "

Any new federal health care offenses in HR 3103 should be specifically defined to include
both a “knowing and willful” intent as well as the precise conduct which is prohibited.

Legitimate disagreements regarding medical judgment and treatment decisions should not
be cause for imposing legal penalties.

Both the vetoed Balanced Budget Act and Senator Cohen’s bill would create new fraud and
abuse crimes that require an individual to act with "knowing and willful" intent. However,
the House health insurance reform bill (HR 3103) deleted the word “willfully” simply to
make it easier for prosecutors to prove that a health provider violated the new crimes.

Today. fraudulent health care providers are prosecuted under Federal mail and wire fraud
laws, the False Claims Act, and other related laws. Some of these require "knowing™ and
some require both "knowing and willful” intent. The fraud and abuse legislation creates
fraud and abuse crimes to apply specifically to the health care context.

The addition of "willful,” is essential to ensure that inadvertent or accidental conduct is not
deemed criminal. The "willful” requirement imposes criminal liability upon one who: (1)
knows of a legal duty; and (2) intentionally violates that duty.

The "knowing" requirement, on the other hand, imposes criminal liability on one who

intentionally engages in the proscribed conduct whether or not he knows that act is against
the law.

The termn "willful” is necessary to separate conduct that is so inherently bad that a person
would not engage in the behavior for innocent reasons, from conduct that is inadvertent or

accidental. (See attached examples of why "willful” is necessary in the medical billing
context.)
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2. THE NEED FOR PHYSICIAN INPUT IN DEVELOPING COMMERCIAL
TECHNOLOGIES

Both the House and Senate versions of HR 3103 contain fraud and abuse provisions that
would make changes in the existing Medicare Integrity Program. These provisions would
mandate the use of new commercial software technologies. Implementing these commercial
technologies would come at the expense of Medicare patients.

The content of today’s Medicare coding methodologies is open and available to the public.
Patients, as well as physicians, have a right to know which services are covered. Under the
bill. the content of these new commercial products, however, would not be disclosed based
on the dubious claim that such information should be private.

A 1989 Institute of Medicine report entitied "Conrrolling Costs and Changing Patient Care?/
The Role of Utilization Management” recognized that the making clinical criteria and
standards open to the public outweighed any privacy concemns.

If black box "edits” are to be used, they must be developed and reviewed in consultation
with the medical profession. Without physician input, quality patient care could be
compromised.

"Black box" review screens, particﬁlarly in the Medicare program, ofien do not reflect the
actual practice of medicine. At a time when patients are demanding more information on
benefit coverage, it is unthinkable that such closed, black-box edits would be permirtted.

3. BINDING VISORY OPINI H D BE REQUIRED TQ PR
ANCE

In any fraud and abuse system, physicians should be able to obtain binding written advisory
opimons from the appropriale enforcement agencies as to whether or not anticipated conduct
violates the law. Advisory opinions would allow enforcement agencies 10 fight fraud and

abuse but would reduce the unintended chilling of activities that do not amount to a
prohibited health care offense.

4. CIVIL. MONETARY PENALTIES SHOULD B MMENSURATE WITH
THE OFFENSE COMMITTED

The AMA supports civil monetary penalties to deter fraudulent behavior. We would request,
however, that the penalties be commensurate with the offensc committed, and that the
language require the individual to know that his or her conduct is prohibited. Without these
two safeguards, physicians and other providers may find themselves subject to enormous
penalties for activities they did not know were illegal.

3. FRA D ABUSE A SHOULD ; BOLISHED

The AMA specifically opposes the creation of a Health Care Fraud and Abuse Account that
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would consist of fines, civil penalties or damages. Funding a governmental program directly
through penalties collected from law enforcement activities would create an. inappropriate
bounty system. Such a system would provide unlawful incentives that would impair the
objective implementation of the program.

6. DATA COLLECTION PROGRAM SHOULD PROTECT PATIENT PRIVACY

Although agencies need access to information regarding those who engage in fraud and
abuse, we belicve that at this time crcating a national data collectrion program is not the best
use of limited enforcement dollars. Maintaining security over the information in the data
base would be difficult and inappropriate disclosure and misuse of data base information
could irreparably harm patients as well as providers.

We want to avoid the careless disclosure of patient information and “fishing expeditions”
which may keep patients from seeking needed medical care.
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EXAMPLES OF NECESSARY "KNOWING AND WILLFUL" INTENT

The argument for a knowing and willful standard for health care fraud is particularly

powerful due to the complexity of today’s health care payment system. Most allegations of
health care fraud by physicians involve the billing process in some way, such as billing for
services not rendered, billing for a more intensive service than was provided (upcoding). or
billing separately for several parts of the same service (unbundling). Most physicians use a

coding system, called CPT. 1o describe their services in submitting bills to Medicare and
many private payers.

CPT is updated annually. and it contains thousands of codes which describe discrete
physician services. However, due to the complexity of medical practice, the correct code for
a particular procedure may not be obvious, and in fact may be difficult to determine. The
AMA devotes substantial resources to explaining and interpreting these codes, including
distributing a regular newsletter and responding to thousands of telephone inquiries each
year. Despite the efforts of the AMA and others, ambiguity remains a part of the application
of physician billing codes in many circumstances. (It is worth noting that the AMA consults

regularly with health care fraud enforcement agencies 1o assist them in interpreting and
understanding CPT codes).

Thus, it is not uncommon for physicians or their billing staffs to use an incorrect billing
code, and to do so on a regular basis. This behavior may be the result of intentional
misconduct, but more often it is the result of mistaken coding. Retaining the “knowing and
willful” standard is critical in distinguishing between intentional misconduct and honest
mistakes. Given the complex environment in which physicians must bill for their services, it
would be unfair in the extreme to hold them criminally liable for knowingly using a code
that, in retrospect, is incorrect. On the other hand, physicians or anyone else who use an
improper code knowipg that it is inappropriate for purposes of increasing their
reimbursement should be subject to criminal and civil penalties.

Following are two examples of the difficulty of interpreting current billing codes:

1. A common laboratory test is CPT code 84479, Triiodothyronine (T-3). resin uptake
method. The T-3 test can also be performed using another method, Chemiluminescent assay.
Because this assay can be used for other purposes as well, it has its own CPT code, 82397.
A physician performing a T-3 test using the assay method should use code 82397. However,
because the test being performed is a T-3 test. the physician may mistakenly use the code
84479. which is described as a T-3 test. Thus, in order to provide a code for both
situations, the CPT has an inevitable clement of ambiguity.

2. Surgeons often cause and must repair damage in the course of treating a condition. For
example, in removing a skin lesion deep within the arm, layers of skin must be removed and
then repaired. The CPT description for this process, complex repair of skin, includes the
phrase "may include creation of defect”, which means that the removal of the lesion and
repair of any necessary ancillary damage is included in the code. Physicians should not use
this code and bill separately for removing the skin lesion. However, because the physician
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has removed the lesion, and a separaie code exists for doing so, the physician may bill for
the excision of the lesion in addition to the complex repair of the skin. While incorrect, this

coding error may reflect a lack of understanding of the coding system rather than an intent to
defraud.

Physicians may be subject to unfair criminal penalties for other types of conduct should the
"willful" standard be dropped. These include:

1. Medical Necessity. Physicians are oficn reviewed to assure that the care they provide is
medically necessary. On occasion, allegations of fraud have been made on the grounds that
physicians have deliberately provided care, such as lab tests, which is unnecessary. If the
"willful” standard is removed, physicians could be liable on fraud grounds any time they
knowingly provide care which is later determined to be unnecessary. To be sure, appropriate
utilization of health care services is a serious issue, but it ought not be called fraud without
some evidence that physicians know that the care they are providing is unnecessary.

2. Referral. Physicians are often asked to attest that a patient is in need of a particular
medical device or service, such as DME or home health care. As in many medical
decisions, these judgments frequently are not absolute, and require the exercise of some
discretion. As the patients usually urge that they should be eligible for the service,
physicians may err on the side of providing (or authorizing) it. Admiuedly, physicians have
an obligation to exercise their professional judgment appropriately, but they should not be
subject to fraud charges for making an honest decision which is questioned after the fact.
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Federal Affairs

July 18, 1996

James Costello

Office of Legislative Affairs

U.S. Department of Justice

10th and Constitution Avenue, NW - Room 1141
Washington, DC 20530

Dear Mr. Costello:

This is in follow-up to our conversation yesterday regarding our concerns with fraud
and abuse proposals.

The brief by Sidley and Austin speaks to the “intent” issue, which is our top priority.
The article “Rationalizing the Fraud and Abuse Statue” describes provider concerns
with expanding an already complex fraud and abuse statute. The attached letter from
Rep. Peter Hoagland argues in support of advisory opinions.

Real fraud must be punished. However, innocent mistakes should not trigger criminal
or civil penalties.

Please feel free to call me, 202-789-7413, if you would like to discuss this further.

Attachments
cc: - Nancy-Ann Min
Marilyn Yager®

Chris Jennings
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TO: SENATE FINANCE COMMITTEE
The Honorable William V. Roth, Jr., Chair

FROM: SIDLEY & AUSTIN
Jack R. Bierig
David B. Toscano

RE: Intent Requirement in Fraud and Abuse Provisions of
Proposed Health Insurance Reform lLegislation

DATE: April 18, 1996

The Senate Finance Committee is taking up legislation
that would criminalize certain specified conduct relating to the
provision of health care services. The proposed legislation
would amend current fraud and abuse statutes. The Committee is
considering language that would govern the intent required for
violations of these criminal provisions. In this connection,
the American Medical Association has asked us to advise the
Committee on the differences, if any, between a "knowingly" and
a "willfully" standard in federal criminal statutes. The AMA
has also asked us to determine how common it is for federal
criminal statutes to include a requirement of willfulness.

In essence, our conclusions are as follows: Although
judicial interpretations are not entirely uniform, there is a
significant distinction between a "knowingly" standard on one
hand and a "willfully" (or "knowingly and willfully") standard
on the other. Specifically, a "willfully" or "knowingly and
willfully" requirement (often referred to as one of "specific
intent") imposes criminal liability on a person who intention-
ally engages in the proscribed conduct knowing that the conduct
is unlawful. By contrast, a "knowingly" requirement (often
referred to as one of "general intent") imposes criminal liabil-
ity on a person who intentionally engages in the proscribed
conduct -- whether or not that person knows that the conduct
is unlawful.

The willful intent standard is quite common in federal
criminal statutes. A list of statutes incorporating the
"knowingly and willfully" standard is attached. We are not
aware of any congressional efforts to have this standard deleted
from federal criminal statutes. On the contrary, the standard
serves a particularly salutary purpose when the proscribed
conduct is not obviously evil or inherently bad. In particular,
by limiting.the stigma of criminality to conduct undertaken with
knowledge that it is wrong, it helps to maintain the moral



underpinnings of criminal laws and to assure that these laws are
not used simply for routine regulatory purposes.

If the Committee concludes that a willfulness
requirement should be incorporated into the fraud and abuse
provisions of the proposed legislation, various approaches are
set forth at the conclusion of this memorandum.

DISCUSSION
1. The Distinction Between "Willfully" and "Knowingly"

a. "Willfully". Courts have generally interpreted
use of the term "willfully" in federal criminal statutes as an
indication of congressional intent'to require proof that the
accused acted with knowledge that his or her conduct was
unlawful. Recently, for example, in Ratzlaf v. United States,
114 S. Ct. 655 (1994), the Supreme Court considered the intent
requirement of 31 U.S.C. §5322(a), the statute imposing
criminality on persons who "willfully violat([e]" the federal law
against structuring currency transactions to avoid reporting
requirements.! The Court held that "[t]o establish that a
defendant ‘willfully violat[ed]’ the antistructuring law, the
Government must prove that the defendant acted with knowledge
that his conduct was unlawful." 114 S. Ct. at 657. Thus, the
Court construed the term "willfully"” to define a specific intent
crime. See, e.g., United States v. Miranda-Enriquez, 842 F.2d
1211, 1212 (11th Cir.) ("We have often referred to [intent to
break the law] as ’'specific intent.’"), cert. denied, 488 U.S.
836 (1988).

In interpreting the term "willfully," the Court in
Ratzlaf recognized that "willful" is a "‘word of many meanings’

and ‘its construction [is] often . . . influenced by its
context.’" 114 S. Ct. at 659 (quoting Spies v. United States,
317 U.S. 492, 497 (1943)). Looking to the lower federal courts’

interpretation of "willful" in similar contexts, the Court noted
many decisions in which a "willful" standard had been held to
require the defendant to know of a legal duty and intentionally
violate it. 114 S. Ct. at 659-660 (citing cases). Although the
Court concluded that "willfully" was unambiguous in the context

! Federal law requires that financial institutions report to

the U.S. Department of the Treasury transactions -- such as bank
deposits -- involving more than $10,000 in cash. See
31 U.S.C. §5313; 31 C.F.R. §103.22(a). "Structuring" refers to

the act of breaking up a large cash transaction into a number of
smaller transactions in order to avoid triggering the financial
institution’s reporting requirement. See 31 U.S.C. §5324;
Ratzlaf, 114 S. Ct. at 657.

-2-



at issue, it added that were "willfully" ambiguous, it "would
resolve any doubt in favor of the defendant." Id. at 662-663.

In addition to cases cited in Ratzlaf, numerous other
decisions have recognized that "willfully," as used in federal
criminal statutes, generally defines a specific intent crime.
See, e.9., United States v. Hopkinsg, 53 F.3d 533, 539 (24 Cir.
1995) ("The term ‘willfulness’ has generally, albeit not
uniformly, been interpreted as referring to knowledge that the
conduct in question was wrongful or unlawful."); United States
v. Wells, 766 F.2d 12, 20 (1st Cir. 1985) ("Willfulness means
having the specific intent to do something the law forbids; a
general intent to commit the proscribed act is not enough.");
United States v. Garcia, 751 F.2d 1033, 1035 (9th Cir. 1985)
("In a criminal statute, ‘willfully’ generally means a

voluntary, intentional violation of a known legal duty in bad
faith or with evil purpose.").?

b. "Knowingly and willfully". "Willfully" is
particularly likely to be construed as an indication of

congressional intent to define a specific intent crime where it
is used together with "knowingly." As the Ratzlaf Court
reasoned, "[jludges should hesitate . . . to treat statutory
terms [as surplusage] in any setting, and resistance should be
heightened when the words describe an element of a criminal
offense." 114 S. Ct. at 659. Indeed, for well over one hundred
years, federal courts have held that the term "knowingly and
willfully" defines a specific intent crime. See United States
v. Felton, 96 U.S. 699, 703-04 (1877) (holding that the federal
criminal statute which proscribed "knowingly and willfully”
using a specific method of distilling would be violated only if
the defendant had a "purpose to evade the laws"). See also
United States v. Forbes, 64 F.3d 928, 933 (4th Cir. 1995)

2 To the extent that "willfully" is not always construed to

define a specific intent crime, the term is significantly more
likely to be so construed where the proscribed conduct is not

so obviously evil or inherently bad that a person would not
engage in the behavior for innocent reasons. See, Ratzlaf, 114
S. Ct. at 660-62 (currency structuring is not "inevitably
nefarious”; person might make cash deposits "in small doses" out
of fear that "the bank’s reports would increase the likelihood of
burglary"). Indeed, in the context of the criminal tax statutes,
the federal courts have consistently construed "willfully" to
define a specific intent crime, "largely due to the complexity of
the tax laws." Cheek v. United States, 498 U.S. 192, 200 (1991);
gsee United States v. Murdock, 290 U.S. 389, 394 (1933); United
States v. Bishop, 412 U.S. 346, 360 (1973) ("[Tlhe word
‘willfully* in (the federal criminal tax] statutes generally
connotes a voluntary, intentional violation of a known legal

duty."); accord United States v. Pomponio, 429 U.S. 10, 12 (1976)
(per curiam).

-3-




("' [W}illfully,’ especially in a statute in which Congress
simultaneously uses ‘knowingly,’ connotes a more deliberate
criminal purpose, sometimes to the point of requiring a specific

intent to violate the law.") (footnote omitted); United States
v. Obiechie, 38 F.3d 309, 315 (7th Cir. 1994) ("([Tlhe only

reasonable distinction between section 924 (a) (1)’'s ‘knowingly’

and ‘willfully’ standards is that the latter requires knowledge
of the law.").

c. 'Knowingly". Where a statute does not include
willfulness as an element of a crime, courts usually conclude

that Congress chose to enact a general intent criminal statute.
In construing federal statutes requiring that criminal conduct
be engaged in "knowingly," courts have required only that the
conduct be undertaken intentionally -- as opposed to
accidentally or through coercion. They have not required that
the defendant specifically intend to violate the law.? See,

e.q., United States v. Bailey, 444 U.S. 394, 405 (1980) ("In a
general sense, . . . ’'knowledge’ corresponds loosely with the

concept of general intent.").

Unit States v. International Minerals & Chem.
Corp., 402 U.S. 558 (1971), for example, the Supreme Court
reviewed a statute imposing criminality on a person who
"knowingly violates any . . . regulation" governing the
transport of corrosive liquid. Id. at 559. The Court held
that, in order to be convicted, a defendant need neither know
nor intend that his actions violated the regulations. Id. at
563. Lower courts also tend to interpret "knowingly," when not
used in combination with "willfully," to define a general intent

crime. See, e.9., United States v. Hayden, 64 F.3d 126, 130 (3d
Cir. 1994) ("In defining ‘knowingly,’ courts have almost

uniformly rejected arguments that the term requires the
defendant know his conduct was unlawful; rather they have

3 Liparota v. United States, 471 U.S. 419 (1985), is not

contrary to this conclusion. The statute at issue in Liparota
prescribed punishment for "whoever knowingly uses, transfers,
acquires, alters, or possesses [food] coupons . . . in any manner
not authorized by" statute or regulation. 471 U.S. at 420. This
language left unclear whether "knowingly" modified only "uses,
transfers, acquires, alters, or possesses," or whether
"knowingly" also modified "in any manner not authorized by" law.
See id. at 424-25 n.7. There was no question whether the term
"knowingly" itself connoted an intent to violate the law.

Rather, if "knowingly" modified "in any manner not authorized by"
law, a defendant would have to know that his actions were
illegal, but if "knowingly" only modified "uses, transfers,
acquires, alters, or possesses," a defendant could be convicted
without any intent to violate the law. The Liparota Court
concluded that "knowingly" modified "in any manner not authorized
by" law. See id. at 433.
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interpreted ‘knowingly’ merely to require that the defendant
know he was engaging in the prohibited conduct.").

d. Congressional use of these terms. Congress has
relied on the distinction between "knowingly" and "willfully."
See, e.9., Babbitt v. Sweet Home Chapter of Communities for a
Great Oregon, 115 S. Ct. 2407, 2412 n.9 (1995) ("Congress added
‘knowingly’ in the place of ‘willfully’ in 1978 to make
‘criminal violations of the [Endangered Species Act] a general
rather than a specific intent crime.’"). Similarly, the
Executive Branch has invoked the distinction when participating
in the legislative process. See, e.g9., Letter from Patricia M.
Wald, Assistant Attorney General, to Morris K. Udall, Chairman,
House Committee on Interior and Insular Affairs (undated),
reprinted in 1979 U.S.C.C.A.N. 1726, 1728 ("The Department would
oppose any efforts to make violations of Section 5 a specific
intent crime by adding the phrase ‘willfully.’ As currently
drafted, Section 6(b) makes violation of Section 5 a general
intent crime by using the word ‘knowingly’ alone.").

2. Use of Willfulness Standard
in Federal Criminal Statutes

. At least thirty-three federal criminal statutes
incorporate a "knowingly and willfully" standard. See
Attachment. In addition, computerized legal research indicates
that approximately 196 sections of Title XVIII include a
willfulness requirement. We are not aware that Congress has

recently sought to repeal any statute that includes an element
of willfulness.

Quite to the contrary, a requirement of willfulness
can play an important role in maintaining the moral
underpinnings of the criminal law. As the Supreme Court has
often noted, some criminal statutes prohibit conduct that is not
obviously evil and that a person acting in good faith might not
recognize as unlawful. Other statutes are so technical or com-
plex that a reasonable person might not understand that
particular conduct amounts to a violation.

In these circumstances, a willfulness requirement
helps assure that the stigma of criminality will be reserved for
those who engage in "conscious and calculated wrongdoing" and
that the criminal laws are not used simply "to regulate business
practices regardless of the intent with which they were

undertaken." See United States v. United States Gypsum Co., 442
U.S. 422, 442 (1978). Absent a requirement of willfulness in

these situations, the criminal law loses its moorings in our
Anglo-American system of justice in which notions of criminality
are grounded ultimately in our."’'belief in-freedom of the human.
will and a consequent ability and duty of the normal individual



to choose between good and evil.’" Id. at 436 (quoting
Morissette v. United States 342 U.S. 246, 250 (1952)).

3. Possible Approaches to a Willfulness Requirement

If the Committee concludes that fairness suggests
making intent to violate the law a requirement for criminal
culpability under the fraud and abuse provisions of the proposed
legislation, it could substitute "willfully" for "knowingly" in
the language before it. However, because the term "willfully".
may be construed differently depending on its context, a more
certain approach would be to include the phrase "knowingly and
willfully." BAnother alternative would be to define "knowingly"
as follows:

(1) As used in this Subtitle, the term "knowingly"
means that a person ---

(a) 1is aware of the nature of his or her act;
and

(b) intentionally and willfully commits the act,
with the specific intent to violate the law.

In any event, the Committee should make clear that an essential
element of a criminal violation of the fraud and abuse
provisions of the proposed legislation is proof that the accused
knew that his or her conduct was wrong or unlawful.



The following statutes appear in Title 18 of the United States

Code:
5288
§289
§545
§550
§798
§871
§878
§879
§954
§957
§1001
§1115
§1165
§1366
§1501
§1502
§1508
§1541
§1542
§1543
§1544

§1584

Attachment

FPEDERAL CRIMINAL STATUTES WITH
"KNOWINGLY AND WILLFULLY"™ REQUIREMENT

(false claims for postal losses)

(false claims for pensions)

(smuggling)

(false claims for refund of customs duties)

(disclosure of classified information)

(threats against the President)
(threats against and extortion of foreign officials)
(threats against former Presidents)
(false statements influencing foreign government)
(possession.of property in aid of foreign government)
(false statements to federal agencies)
(owner’s liability for neglect of ship officers)
(hunting, trapping, or fishing on Indian land)
(destruction of an energy facility)
(assault on process server)
(resistance to extradition agent)
(recording jury deliberations)
(issuance of passport to person not owing allegiance)
(false statement in application for passport)
(use of forged passport)
(misuse of passport)

(involuntary servitude)



§1701 (obstruction of mails)

§1720 (use of cancelled stamps)

§1721 (unauthorized sale of stamps)

§1725 (depositing mail without payment of postage)
§1752 (entry into President’s temporary residence)
§1920 (false claim for federal employee’s compensation)
§1922 (false report on federal employee’s compensation)

§2424 (false statement about alien individual)

§3056(d) (obstruction of federal agent protecting
President)

The following two statutes appear in Title 26 of the United
States Code:

§9012 (presidential campaign financing)

§9042 (kickbacks related to presidential campaign expense)
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Under current law, the application of the antikickback provision is broad. While HHS is
authorized to establish safe harbors from the broad coverage of the antikickback law, the
approach it has taken is to promulgate narrow exceptions to the all-encompassing embrace of the
statute and to refuse to establish any formal administrative mechanism for providing advice in
advance regarding particular circumstances.? As a result, practices that encourage cost-effective
care, the formation of MCOs, innovation in the structure of healthcare delivery, and the
development of efficient relationships among providers are potentially illegal under the fraud and
abuse statute. These practices should be encouraged, not discouraged; yet, the overbroad scope
of the existing fraud and abuse law inhibits appropriate, economically-adaptive innovations that

are beneficial to both consumers and governmental payors.

The Medicare Payment System

Traditionally, medical care has been paid for on a fee-for-service basis. The fee-for-
service system compensates a health care provider for every service provided to a patient. The
financial incentives of the fee-for-service system promote the use of medical facilities and services;
the effect of these incentives is limited by the professional ethics of the provider, the willingness of

the patient to spend the time necessary for the procedures, and the willingness of the patient or

g

3 Through the Office of the Inspector General, HHS does issue alerts from time to time. These

_can aid lawyers in providing advice to clients about HHS’ current thinking — how it will exercise

its prosecutorial discretion. But these alerts do not have the force of law. The conduct is not

immunized or made legal by these 3lerts. Accordingly, these alerts cannot be relied upon without

risk; the underlying conduct may still constitute a violation of the law — even if the enforcement
agency is disinclined to enforce the law in certain circumstances. This will become an increasing
problem if, as at least one federal district court has now held, private parties are allowed to sue to
enforce the antikickback provisions by using the federal False Claims Act. See United States ex
rel. Pogue v. American Healthcorp, Inc., No. 3-94-0515 (M.L. Tenn,, January 5, 1996).




rcfcxﬁng doctor interpret the test was concern about future referrals. The second physician, who
owned the testing company, defended his conduct on the ground that the referring physician had
competence to perform the task and already had a relationship with the patient. At the same time,
the second physician acknowledged his belief that he would not receive future referrals if he did
not request interpretations from the referring physician..

The United States Court of Appeals for the Third Circuit upheld the second doctor’s
felony conviction for fraud and abuse violation. The inducement need not be a dominant or
predominant factor, nor must the services provided be in some way inappropriate. Any economic
motivation concerning the use of remuneration as an inducement suffices to_constitute a violation.
Thus, a motivation to develop business among Medicare or Medicaid patients or to assure a flow
of such pﬁtients is illegal. Yet, such types of arrangements are commonplace in the economic
marketplace in general and in the medical care marketplace in particular. And, they can be
beneficial. But the merits or demerits of the arrangement are irrelevant. They are all illegal -
case closed.

The breadth of the Greber doctrine is truly breathtaking.’ There are many appropriate

payment arrangements that may be considered fraud and abuse violations. Hospitals are
—_—

purchasing physician practices and are making payments to recruit physicians. Such arrangements

may enable a hospital to compete with another hospital with respect to price and quality.

Nevertheless such practices may be interpreted as fraud and abuse violations since a goal is to

develop a flow of patients for the hospital. Another activity that could be inhibited is the

5 For example, an emergency room doctor, hired as an independent contractor, cannot refer
appropriate cases to the hospital that hires him or her if that emergency room doctor (as just one
of many other appropriate motivations) worries that failure to refer to the hospital might result in
the termination of his or her contract. o
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the .program beneficiaries. The current environment creates disrespect for law because the legal
regime is so out of sync with the reaiities of the marketplace -- and it is the marketplace, in this
case, that is signaling socially and economically appropriate (albeit illegal) behavior. This illegal
conduct is occurring; it is occurring routinely; much of that conduct is benign; the pillars of the
community are participating; and enforcement officials are typically looking the other way.$
Reforming the relevant provisions of the fraud and abuse statute, unfortunately, is surely a
politically unappealing task because of the risk of misinterpretation, misunderstanding, and
outright demagoguery; surely it is politically unappealing to face headlines suggesting that one is
seeking to water down tough federal laws against fraud and abuse. But revising the law as

interpreted in Greber is quite clearly in the public interest and in the consumer’s interest.

Safe Harbor Regulations

The existing antikickback provisions, as interpreted in Greber, are excessively broad.
Recognition of this led Congress, in the aftermath of Greber, to authorize the establishment of
“safe harbors” from its coverage. The idea was that appropriate conduct that nevertheless fell
within the Greber fraud and abuse prohibition could be identified administratively by HHS and
shielded from the broad proscriptions established by Greber. In response to this authority, HHS

has only promulgated narrow exceptions to the all-encompassirtg embrace of the statute® These

8 A recent decision by the United States Court of Appeals for the Ninth Circuit may make proof
of a violation more difficult -- and therefore may reduce some of the risks of unjust conviction in
the short run. See The Hanlester Network v. Shalala, 51 F.3d 1390 (9th Cir. 1995). Hanlester,
however, really does not change the underlying principles and, in the long run, does not
substantially alterthe fundamental dilemma.

2 In July 1991 and November 1992, HHS published as final regulations thirteen safe harbors
from the provisions of the fraud and abuse law. In January 1996, HHS adopted revisions to some
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HHS has repeatedly declined to provide advice in advance on specific proposals. Recently, HHS
opposed proposed legislative revision that would have required that type of in-advance advisory
process. The existing regime — in which so much legitimate conduct is being ignored even though
it is technically illegal — is the antithesis of the rule of law. It invites abuse and misconduct on the
part of government by giving enforcement officials vast standardless discretion and virtually a
blank enforcement check.

This potential problem is now about to be exacerbated because two federal district courts
have held that private citizens can bring an action in federal court v_\_rithout the authorizati_on or
approval of federal enforcement officials to enforce the p{gvi;yign;f_pg _ghe antikickback law. This
allows the pursuit of a suit for civil liabi_li_ty..._without the res_t{;aixﬁpgjn_ﬂpence of a governmental
official’s exercise of prosecutorial discretion. Thus, in United Stgtgs: ex rel. Pogue v. Américan
Healthcorp, Inc.,'9 a United States District Judge allowed a disg;qg;leé fqnner employ;ae to sue
on behalf of the federal government to enforce the antikickback pro_visions._ Under the False
Claims Act (FCA), a private party, on .behalf of the United States, can sue persons who defraud
the federal government. The private party who sues under thé FCA need not secure government
approval; if successful, the private litigant receives a substantial percentage of any recovery
generated on behalf of the federal government. This creates a bounty-hunter scenario for public-
spirited whistleblowers.

In the Pogue case, the court held that the private party bﬁnging the action need not show
any harm to the government in order to maintain and prevail on an FCA claim. If a private party

can sue to enforce the technical provisions of the fraud and abuse law and need not prove any

10 No. 3-94-0515 (M.D. Tenn., January 5, 1996).
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servi'_ccs and resources but with insufficient utilization and accompanying doubts about the quality
of care.

Millions of Americans are now enrolled in HMOs, and provider risk-bearing through
capitation is increasing dramatically. In markets with a high degree of capitation, such as
California, costs or the rate of increase in costs have come down. Networks have developed,
vertical integration has taken place, and efﬁcie:ncies have emerged in responsﬁ to competition and
prudent purchasing practices. Clinical uncertainty exists. Procedure rates vary ehonnouéiy fér no
apparent reason. It has been demonstrated that incentives matter. DRGs have shiftéd behavior.
Lengths of hospital stay are down, less costly. outpatient services are up.

In this new and evolving market -- and as Medicare ﬁsk-contracting 1s rec.:ei-\.ring- gféater
attention —, the Greber-type fraud and abuse law is an overreaching anachronism. There is no
accommodation forcapitatiqn or other provider-at-risk arrangements, in which :the' nisk of over-
utilization is minimal. The law does not provide for the consideration of the“céonc;nﬁc b.ene:ﬁt of
an arrangement - there is just room for prosecutorial discretion without any procedure for
advisory opinions to guide good-faith compliance. And there is no requirement'for a showing of
economic harm to the government from specific activity. On top of this comes the district
court’s decision in Pogue holding that aryy private citizen can sue to enforce the technical
requirements of the fraud and abuse law without any restraint by government and without any
showing of financial detriment to the government.

These changes in the marketplace suggest that current rules may be out of place as
providers take on financial risk. HHS offers as reassurance to providers that there has never been

any action against an HMO or PPO arrangement operating in good faith. This “trust me”
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Sumﬁmry

The antikickback provisions of the fraud and abuse statute were passed when fee-for-
service and cost-based reimbursement were the dominant payment mechanisms in the healthcare
field. By prohibiting inducements for referrals, the statute attempts to limit the volume-inducing
incentives of fee-for-service and cost-based-reimbursement payments and thus to limit costs to
Medicare and Medicaid. Howcvcr,-times have changed, but the statute has not. The statute
inhibits many efficiency-enhancing arrangements as well as the formation of some MCOs, which
have been credited with the apparent slowdown of health care costs in recent years. Legislative
modification of the fraud and abuse law would be an important step in eliminating a potentially
substantial obstacle for market-adaptive conduct among Medicare and Medicaid providers and in
facilitating the development of more risk-contracting in the Medicare program. It would

contribute to the further rationalization of the healthcare market.
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infeﬁor levels of quality. Rather, this type of “fraud and abuse” violation stems pd‘rely from a
motivation -- an intent (among many others) to induce future referrals, a concern about
developing 2 flow of patients -- even if the service is medically appropriate., priced favorably, and
performed at acceptable levels of quality. The very premise of the law — that an intent to induce
future referrals, by itself, is illicit — reflects a hostility to a market-oriented health care policy,
and these fraud and abuse provisions pose significant barriers to market-oriented attempts to
rationalize the medical care marketplace. Existing legal fraud and abuse doctrine discourages
vertical integration and other forms of cooperative integration that are socially desirable and
essential to improving economic efficiency and consumer welfare in the medical care marketplace.
Reexamination of this component of the fraud and abuse laws is necessary if market incentives are
to succeed within the medical care system because these provisions criminalize market-adaptive

conduct,

BACKGROUND
The antikickback provision was designed to deal with the problems of overutilization in

Medicare and Medicaid and overall containment of costs in those programs.! In 1977, those

- programs paid for hospital services on a cost-reimbursement basis and paid for physician services

on the basis of usual, customary and reasonable fees. In such a cost-based, fee-for-service

healthcare market, payors have a legitimate concern about the use of payments to induce referrals

I Other objectives sometimes ascribed to the antikickback provisions are the preservation of
patient freedom of choice and the protection of competition. See Richard P. Kusserow, The

Medicare & Medicaid Ant-Kickback Statute and the Safe Harbor Regulations — What's Nex1?, 7

EXEMPT ORGANIZATION TAX REVIEW 419, 420 (March 1993). These would surely seem to be

subordinate goals of the antikickback ban and should not be viewed as independent objectives of
the fratd and abuse law.
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The Honorable Fortney Pete Stark
United States House of Representatives
239 Cannan House Office Building

_ Washington, D.C. 20510

Dear Chairman Stark:

As you are aware, on March 11, 1994, | introduced H.R. 4028, the "Health
Care Fraud and Abuse Advisory Opinion Act of 1994", The advisory opinion process
proposed in this legislation would give heaith care providers specific, advance
guidance on structuring transactions to comply with the fraud and abuse laws as they
apply to the Medicare and Medicaid programs.

Many of the fraud and abuse statutes originated in your Subcommittee and
have been refined by the Subcommittee over time. Those statutes have enhanced the
government’s efforts ta ferret out and reduce fraud and abuse in the Medicare and
Medicaid programs and have saved the government billions of dollars. | fully support
the aim and reach of the statutes as do most of the health care providers in my
District. Unless the providers who abuse the system are identified and punished, they
will obtain a competitive advantage over the majority of providers who comply with
the law and will drain federal and state dollars from the health care providers who
properly provide services.

Unfortunately, as the Inspector General of the Department of Health and Human
Services {"Department®), June Gibbs Brown, notes in her letter to you dated March
22, 1994, “the [anti-kickback] statute is broad and encompasses many arrangements
between heaith care providers, many of which may not be abusive.™ This breadth and
lack of clarity has long created confusion and uncentainty for health care providers
warking to develap innovative, lawful arrangements for the delivery of heaith care,
Moreover, this confusion and uncertainty is likely to increase if Congress enacts the
dramatic expansion of the fraud and abuse laws contained in the Clinton
Administration’s health care reform package as amended by your Subcommittee and
other hesaith care bilis pending in Congress. In fact, the Inspector General’s letter
itself highlights the need for clarity and certainty in this area when it states "we would
anticipate a flood of thousands of voluminous requests for advisory opinions”.

THIS STATIONERY PRINTED ON PAPEA MADE WITH RECYCLED FIBERS

SELECT AEVENUE MEASURES
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Although for a variety of reasons, some of which are set forth below, I do not believe
that the Department will be besieged in this fashion, | firmly believe Congress has an
obligation 10 ensure a process that will provide clarity and certainty.

The Inspector General has voiced oppositlon to advisory opinions, citing
utilization of enormous resources, impracticality, and harmful effects on future
prosecutions. | believe that the advisory opinion process outlined in H.R. 4028 gives
providers the guidance that they need while addressing each of the Inspector
General’s objections to the process. The advisory opinion process would be funded
by the requssters via a user’s fee, which is intended to render the process budget
neutral. Because the advisory opinion process would make more providers aware of
specific practices within the industry that violate the law, the process is intended to
be more practical and economical, and may actually be more effective, than the
Department’s current enforcement approach. Finally, the advisory opinion process
should simplify, rather than complicate criminal prosecutions. Each of these points
is addressed more fully below.

A number of federal agencies issue advisory opinions pursuant to 3 process
similar to that contained in H.R. 4028. Attached to this correspondence is a schedule
which identifies pertinent statutes and regulations requiring eleven federal agencies
to issue forms of advisory opinions.

THE ADVISORY OPINION PROCESS WOQULD GIVE PROVIDERS MORE GUIDANCE
THAN IS CURRENTLY AVAILABLE FROM THE OFFICE OF THE INSPECTOR GENERAL

The Department’s Safe Harbor Regulations have not adequately addressed the
needs of providers as they attempt to maneuver in the ambiguous waters of the fraud
and abuse laws. The Safe Harbors have been widely criticized for describing as legal,
activities that no one believed to be illegal. Further, published safe harbors have either
been so broad as to be ineffective in giving providers practical guidance in structuring
camplex relatlonships or so narrow as to affect only a minuscule number of health -
care providers and business relationships. In addition, the Department has been slow
to issue the Safe Marbor regulations. Although the legislation requiring the
Department to issue Safe Harbor regulations was enacted in 1987 (and required the
promulgation of final regulations within two years), the first set of regulations was not
published until 1991,

The Fraud Alerts issued by the Department, though somewhat helpful, are
issued only after an existing practice within the industry has been identified as
violgtive of the law. Further, they have been designed merely to raise issues which
the Departrnent believes may be suspect. The advisory opinion process proposed by
H.R. 4028 would give providers prospective direction with respect to the propriety of
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th eif pro posed transactions. This would allow providers to develop transactions which
comply with.the law and would give the Department an alternative to its current
practice of enforcemnent by prosecution.

THE ADVISORY OPINION PROCESS WILL BE SELF FUNDING

Although the process of issuing advisory opinions will be resource intensive, the
user’s fee to be charged to providers seeking opinions will fund the process and is
likely to deter providers from bombarding the Department with trivial questions. |
anticipate the users fee will be substantial, potentially in the $5,000 to $10,000
range. Moreover, the publication of advisory opinions or of Fraud Alerts based upon
questions raised in requests for advisory opinions should reduce the numbers of
requests received by the Department each year.

Most importantly, the clarity provided by the advisory opinion process will
ensure greater compliance with the law. Greater compliance will in turn reduce the
need for costly Departmental investigations and prosecutions. Any estimate of the
cost of the advisory opinion process should take into account these savings.

THE ADVISORY OPINION PROCESS WILL NOT REQUIRE THE DEPARTMENT TO
MAKE A FINDING WITH RESPECT TO A PROVIDER’S INTENT

The philosophy underlying the Safe Harbor regulations is that there are certain
objective standards, which If met, will ensure compliance with the anti-kickback
provisions, the provider’s intent not withstanding. As was pointed oUt by the
Inspector General, the Medicare and Medicaid Patlent and Program Protection Act of
1987 requires the Department to set forth specific payment practices which, although
potentially capable of Inducing referral of Medicare or Medicaid business, would be
immunized from criminal or civil prosecution. The Department’s Safe Harbor
Regulations outline the requirements that such transactions must satisfy. Via the
advisory opinion process, providers would be merely requesting that the Department
advise it as to whether the objective elements of 3 transaction, as described by the
provider, would be violative of the anti-kickback provisions. A finding with respect
10 the Provider’s intent is neither requested nor required.

Moreover, H.R. 4028 also mandates the issuance of advisory opinions with
respect 1o the self-referral provisions of the Sacial Security Act which you sponsored,
As you are aware, those provisions do not contain or require an element of intent.

Finally, the provider’'s protection from prosecution under H.R. 4028 will be
contingent upon the provider's good faith reliance upon the Department’s advice.
Good faith will encompass the full, camplete and accurate presentation of all relevant
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facts, including the providers intent, 10 the Department.

The Department of Justice currently provides pre-clearance or advisory opinions
on conduct that falls within the reach of criminal statutes. The Criminal Divislon’s
Foreign Corrupt Practices Act Review Procedure at 28 C.F.R. Section 50.18 and the
Antitrust Division’s Business Review Procedure at 28 C.F.R. Section 50.6, both allow
parties to submit descriptions of intended conduct to the Department of Justice and
10 obtain a determination of whether the conduct contravenes the Department’s
present enforcement policy under criminal statutes.

THE ADVISORY OPINION PROCESS WILL NOT INTERFERE WITH SUBSEQUENT
CRIMINAL PROSECUTION OF THE REQUESTER OR OF ANOTHER PERSON WHO HAS
READ THE ADVISORY OPINION.

An advisory opinion process will not unduly complicate criminal Medicare or
Medicaid prosecutions lrrespective of whether an advisory opinion is obtained, the
Department .of Justice has the burden of proving, beyond a reasonable doubt, that
elements of a2 transaction violate the anti-kickback statute. An advisory opinion
wauld establish the boundaries of permissible activities, thus simplifying, rather than
complicating prosecutions.

Moreover, with respect to users requesting advisory opinions, the Department
will be in a position of having given its views — users ignoring such advice will be at
risk of prosecution. H.R. 4028 specifically provides that anly the parties to the
opinion are bound by its terms; providers who have not requested an advisory opinion
are not entitled to rely on the opinion as its sole defense in a ¢riminal prosecution.’

' The Inspector General cites United States v. Levin, 973 F. 2nd 463 (6th Cir.
1992) for the propaosition that providers who have not requested opinions will be able
to rely upon issued opinlons in a criminal prosecution. Providers may be entitled to
rely upon the statements of policy provided in opinions as an element of proof in
defending their criminal prosecution under the Medicare and Medicaid statute. To the
extent that the opinions reflect the Department’s interpretation of the law, however,
all providers should be able to rely upon the Department’s consistent interpretation of
the law. The fact that providers who do not request opinions will know how the
Department interprets the law given a specific set of facts, is a benefit, not a
drawback of the advisory opinion process contemplated in H.R. 4028. Moreover, the
Levin prosecution invalved a fact pattern in which the Department apparently issued
conflicting guidance over time. H.R. 4028 is intended to avoid such inconsistencies
and potential misinterpretations.
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In addltion, advisory opinions will not act as a absolute limit upon the
prosecutorial discretion of the Department. The Department can, as have other
agencies, expressly state in their opinions that they do not guarantee that prosecution
will not ensue. Second, because the Department will qualify its advice by limiting the
opinion to the facts as represented, the Department will not be bound to an opinicn
based on incomplete information.

In sum, the advisory opinion process will provide the guidance necessary to the
health care industry to allow for the development of innovative, legitimate business
practices without the risk of uncertain application of the laws. If successful
enforcement of the fraud and abuse laws Is to be measured in terms of compliance,
rather than in numbers of prosecutions, the advisory process outlined in H.R. 4028
is clearly a needed addition to the Medicare and Medicaid fraud and abuse laws. For
all of these reasons | introduced and continue to fully support H.R. 4028 and urge you
10 support the bill as well.

Sincerely,

Peter Hoagland

cc: - June Gibbs Brown
Inspector General



