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INTRO_pUCTION. 

·t. ""· ... 

Mr. Chairman and members of the Subcoaunittce, it is a pleasure to appear before you today to 

discuss the ve1y important topic of the exclusion offtaudulent providers from Medicare and 

Medicaid. We are seriously corrunitted to acting aggressively to respond against all fonns of 

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

Medicare Trust Funds, the state 3ovcmments, and the beneficiaries. 

As Senior Advisor to HCFA's Administrator, I am personally committed to controlling and 

eliminating health care fraud and have the full support of HCFA' s Administrator Bruce Vladeck in 

my anti-fraud efforts. We have asswned a pro-active approach in the fight against fraud l!Jld 

abuse by attempting to end costly pay ancl chase methods. Our goal is to pay right the first time. 

Th.a exclusion of fraudulent providers is an integral part ofHCFA's strategy. 

·' 

Until several years ago, there was little coordination 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 progreas is being made in our war on &aud 

and abuse. During this Administration, HCFA has substantially incre.ased its efforts, forged new 

partnerships, and developed new strategies to ensure the integrity of the Medicare and Medicaid 

programs. HCF A has pioneered fraud and abuse initiatives and financed state-of·the-art 

information technologies to detect and deter ftaud and abuse. Although we still face significant 
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ch~lenges 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. 

'. 

PROVIDER EXCLUSJQN PROCESS 
I·· 

When HCF A discovers a potentially fi-audulent situation, it takes immediate action to protect the 

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

overpayments. HCF A does not have independent authority to remove fraudulent or abusive 

providers from the Medicare or Medicaid programs. It is the HHS-Office of the Inspector 
I 

~~-,~raJ (010) that has this authority to impose exclu&ions. HCFA refers cases to the OIG and 

assists in the investigations. Further, we cooperate with other eniorc:emcnt agencies such as the 
(; . 

Medicaid Fraud Control Units, the Department of Justice, the Federal Bureau oflnvestigation. 

and the U.S. Attorney's office. 

Once a provider has been excluded from either Medicare or Medicaid, the OIG informs HCF A, its 

contractors, state Medicaid and licensure agencies, and others. The OIO aJso publishes a list of 

excluded providers quarterly in the Federal Register. All Medicare claims processors and states 

work to ensure that providers being paid or applying for billing numbers are not currently under 

an ex:clusion. 

2 

6T/v 'ci ·r 'sava:wmB NI31~ ·r - t:TZ: 01 H: OT 966T-6Z-90V 



l 
I 

HCFA is currently using technology in new ways as well as stren8thening the enrollment proce&1 
' " 

so that ex.duded 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 TOOL5 and INWA'flVES 

1. Frnu4 Inveitiaatio11 Database CFIDl. 

One ofHCFA's most promising initiative$ in assisting in the exclusion of fraudulent providers is 

the Fraud Investigation Database (FID). We began implcmentins 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 u well as comprehensive infonnation on all eccluded providers. The FID is 

intended to assist HCF A and our partners in the identification of excluded providers as weJl as 
I -

those who are allegedly defrauding the programs. For example, a Medicare contractor in .one area 

can use this infonnation to ensure that the providers it is reimbursing have not been excluded 

through the actions of another contractor. 

In an effon 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 tho providers that they suspect to be fraudulent. 

3 
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The FID is also designed to ensure the coordination of anti-fraud activities undertaken by our taw 

enforcement partners and to facilitate th~ monitoring of cases referred to the OIG, the FBI or the 

U.S. Attorneys .. We are pleased to repoi:t that several other federal government entities, including 

the OIGs of the Postal Service, Oflke o(Personnel Management, and the Department of Labor, 

are in the process of acquiring access to thd FID. It is our goal to make sure that a provider ~ho 
't 

defrauds Medicare or Medicaid cannot defraud other Federal programs. 

2. Natlopa) Proyldsr JdentJOer System· 

HCFA is currently leading a joint Federal1and State initiative to establish and maintain a 

ror.ipreh~sive, -unified system of provid~ identifiers. This system will build upon the success we 

have achieved in the issuance of unique hilling numbers for medical equipment suppliers. -with 
l 

unique provider identifiers we will have the enhanced ability to verif't information for each 

provider seeking to bill Medicare. In the past, this verification and the issuance oCbilUng numbers 

has been independently done by each of the 70 Medicare contractors, leading to different 
r 

numbering methodologies and an inability to create a central Medi~ database for the 

verification of provider eligibility. In general, 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 N~tional Provider Identifier - NPI) can be used for ALL 

Medicare billing. 

The use of the National Provider Identifier System will help to ensw-e that only legitimate health 

~are provideri arc enroJled in the Medicare program. This wiJI oocur through the identification of 

;- 4 

r , 
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providers that have been excluded from Medicare reimbursement. Further, as M~dicaid and other 
1; 

goveltllilent programs adopt the NPis. pr9viders can no longer hide from their Medicare 

"' exclusions and other adverse actions through the use of a separate Medicaid or other Federal 

health care program rtumber. 
', 
'·• 

The Health Insurance Portability and Accountability Act of 1996, which I will discuss later, 

expands upon HCFA's efforts to cre~te a· standard system of provider billing numbers, by 
·1. 

requiring the Secretary of HHS to adopt ,standards for providing a unique identifier for every 
~· /. 

i 

provider for aU health care programs. We are in the process of making sure that the requirements 
.1• 

of this Act are consistent with our plans to have the National Provider Identifier System 

operational. We are also working to encouraae states and private payees to also adopt the NPis. 

3. How the Medicare Transaction System Will Assist in Fcayd Detedion and Pcoyide[ 

E:.;_dy1ion 

HCFA is in the process of developing an automated Medicare claims processing and infonnation 

system. which will. among other things, assist in our provider exclusion efforts. The Medicare 

Transaction System (MI'S} has been designed to consolidate the currently fragmented 1'1edicare 

claims processing into one standardiied system. MIS will sreatly 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 first place, thus avoidins the need to chase down those trauduJent claims tha.t have already 

been paid. The MTS will integrate data from Medicare Part A. Part B, and managed care and 

s 
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provide the opportunity to build on best practices in information systems and to incorporate new 

~ ~- ·hnol;gy- fi) 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 ;Provider Identifier System. This system, as I mentioned 

previously, will be a record of all providers and suppliers who are certified to bill Medicare for 

medical services or equipment provided to our beneficiaries. If a provider is excluded from the 
l . 

Medicare ,program, or has been identified} as ft'audulcnt, that provider will be t1asged in the 
I 

database. This database will be acceMed before the claim is paid. 

The MTS will improve our ability to coordinate claims processing with medical and &aud review. 

When a bill or claim is entered btto the MTS ftom an excluded provider or supplier, payment will 

be denied. Additionally. the OIG can levy a civil monetary penalty on any excluded provider who 
I 

oontinues to bill Medicare or Medicaid. We have a civil monetary penalty case trackins system, 
--- ~.~.('. 4'.li.,"",.-.... ~ 

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

providers and ensuring that they do not continue to bill. 

f, The Natjgpa) Supplier Clearinsrhouse 

HCF A established the National Supplier Clearinghouse (NSC) to enroll suppliers of durable 

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

and matches suppliers, owners, and managing employees listed on new applications to a file of ull 

6 
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equipment supplier• to ensure that there has been no previous history of fraudulent or abusive 

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

The NSC also verifies that medical equipment suppliers meet Medicare standards. If the NSC ,• .... 

detennines that the standards are not met. then it will not issue a Medicare billing number. 
•· . ~ -
Further, any supplier found to be out of compliance with these standards will have its Medicare 

billing number revoked. Additionally, there ls a re-enrollment process every three years, which 
.. 

prohibits suppliers no longer in complian~e with standards to retain their Medicare billing nwnbers 

and provides the NSC with updated infonnation. The NSC has recently revoked approximately 

1,300 supplier numbers during the latest round of re-enrollment. 
'~u ·"· .... ," .. 

.. 
lne NSC is also investigating oxygen Iicensure requirements. This would help to ensure that a 

supplier is legitimate before claims for oxygen or related services are paid by Medicare. As a 

result of this effort, the NSC has revoked almost 600 oxygen supplier numbers f'or improper, 
l· 

invalid, non-e>tistent, or otherwise incorrect licensure information. 

To date, the NSC system has saved the Medi<:are program millions of dollars and was 

instNmentaJ in our response to fraud in the South !o'lorida area which I will address shortly. 

5. NewEnrollmegt Aoplicatiqn 

Presently, HCF A ls very limited in its ability to deny providers entry into the program and. more 

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

7 
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- ~: 

We .are in the process of using our admini.stratiwi authority to expand our efforts at preventing 
.! 

fraudulent providen from continuing to biU Medicare. 

We are currently drafting a regulation that would establish new supplier standards and make it 

more difficult to abuse the use of ll Medicare billing number. This will help to ensure that 

. ' 
legitimate suppliers' information will not be used by fraudulent suppliers to obtain Medicare billlns 

numbers, thereby protectins both the ben~ficiary and the legitimate suppliers from fraudulent and 

unprincipled suppliers. The proposed resulation is scheduled to be out for comment later this 

year. 

HCF A is also implementin& improved, standard Medicare provider and supplier enrollment 

procedures which increase the standards for enrollment in the Medicare program. And, for the 
. . )"~ 

first time all Medicare contractors wilt use the same provider enrollment form. I am pleased to 

report that in May, HCFA received approval from the Office of Management and Budget to use 

the new Medicare Provider/Supplier Enrollment applitation for providers and suppliers not 

cer<;ified through state survey and certification procedures. . 

The best way to tlght fraud is to allow only honest players into the game. By improving the 

provider enrollment process and raisins the .standards for participation in both Medicare and 

Medicaid, HCFA ho~ to avoid &aud in the first place. 

8 
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6. Boston Proylder E1cl1Hlon Projug 

HCFA. s ,Boston ,regional office is currently conducting a review of state policy and procedures 

involving excluded Medicaid providers in Massachusetts. T~s review is designed to identify the 

~~t prac:tices and make recommendations to other regions about provider exclusion practices that 

they use. HCFA believes that the Boston"review may prove to have national applicability and we 

will encourage other regions to conduct similar reviews. 

7. National Practitioner Data Bank 
,r .. .. -"-.~! - -.. 

In addition to the above mentioned tools., HCFA is facilitating the dissemination of information on 

physicians, and other licenstd health care providers concerning malpractic.e payments. licensure 
.~ L; 

actions, and clinical privilege actions through the National Practitioner Data Bank (NPDB) which 
.. 

is maintained by the Public Health Service. The NPDB assists state licensing boards. hospitals 

and managed care organizations in conducting investigations of the qualifications of the health 

care pra"'1itioners they seek to license, to hire, or to whom they wish to grant membership or 
I ,,· . 

..:linleal pri~legcs. To perform a thorough investiaation of a practitioner'::1 qualifications, these 

entities also need to know whether or not a practiiioner has been excluded from Medicare or 

Medicaid. HCF A is entering into an agreement with the Public Health Service whereby we will 

provide a list of excluded providers to be posted on the NPDB. Having the NPDB identify 

excluded providers will help to prevent prohibited employment arrangemenis as well as 

inappropriate Medicare and Medicaid pa:fments_ 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 ca.re entities, in addition to their own reports. 

9 
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ADDITIONAi. 4ND-FBAUD JNlTIAIMS 

1. The South Florida Taak Force 
I. 

AJ I mentioned earlier, the NSC's monitoring system became instrumental in HCFA's response to 
1 

fraud in the South Florida area. South F19rida has consistently proven to be a problem area for 
~ I, 

1"":: ,j. it: •. :.i:. 

health care fraud. 

In 1994, HCFA launched a task force to attack fraud and abuse in South Florida. Medicare 

contractora, 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 and Medicaid data, thereby making it easier to identify 
·'. ~ 

patterns of aberrant billing. For instance. when the South Florida task force identified medical 
i' 

equipment suppliers as a source of fraud, HCF A met with the NSC, the Medicare contractor, the 

--· •! 

Florida Medicaid program. and the Florida state licensing agency to obtain their input in 
I, ~ 

developing improved supplier applications. 
•\ 

Building on the succ;ess of the South Florida Task Force, similar workaroups have now formed in 

a dozen states. Further, HCFA also opened an office in Miami in September l 99S, to focus on 

minimizfog fraud and abuse. This office ~upports the investigative and law enforcement efforts of 

sr ~reral of our partners; incfoding the FBI •. the U.S. Altomey''s office, and the contractors. It also 

conducts outreach and educational activit~es. The NSC is also establishing on-site representation 

in the South Florida an~a to conduct e"1ensive site visits of Medicare supplier billing number 

applicants to ensure legitimacy. 

10 
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Bued 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 
i, .. 

with federal and state law enforcement agencies. This partnership, known as Operation Reatorc 
\: 

Tru$t (ORT). has been aggressively cracking down on Medicare and Medicaid fraud and abuse. 

The ORT demonstration targets the t1ve states which together account for 40 percent of all 

, M~icare and Medicaid beneficiaries·~ New York, Florida., Illinois, T~ and California. 
'··' 

With a first-year budget of about $4 million dollars, ORT has identified appro:dmately $39 million 

dollars that should be returned to the Medic.are Trust funds due to restitutions., settlements and 

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

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

f·· .. ,.; . • ,.! . 
J, Attack1g1 Medicaid fraud 

" : ~ 

The Medicaid programs are run by the_ state~ with guid!nce 3:11d technical usistance from HCFA. 
' .. 

HCFA's role in attacking Medicaid fraud is therefore primarily to provide reaources and technical 

assistance that facilitates the exchange of information. 

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

, lo attack Medicaid ftaud and abuse. HCF A is providing increased technical assistance and 

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

infom1ation between Medicare and the nation's 54 Medicaid programs. including tederal and state 
,,r. 
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law enforceme.nt agencies. Sinc.e 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, and state Attorney Generals are also involved in Medicaid 

investigation and prosecution. 

Medicaid Fraud Md Abuse Network 

In conjunction with Medicaid anti-fraud efforts~ HCF A has recently established the Medicaid 

Fraud and Abuse Network which is comppsed of employees from HCFA's central and regional 
' 

offices. "fhis Medicaid Network serves u a forum to coordinl!te anti-fraud aetivities, provide an 
'•. 

information clearinghouse. and initiate Medicaid anti-fraud prevention projects. HCF A also has 
·:'!:· 

developed partnerships with states' Surveillance and Utililation Review Systems (SlJRs) Units 

··' 
and states' Medicaid Fraud Control Units (MFCUs) to f'acilitate the detection. referral, and 

ultimate prosecution of Medicaid fraud and abuse cases . 

. 
Medicaid Fraud and Abuu Coordinating Council 

"'·· ... · -
As a result of the SURs/MFCUsjoint effort. HCFA has established the Medicaid Fraud and 

Abuse Coordinating Council (Medicaid Council). It provides a forum to exchange idea~~ to 

discuss and resolve problems which may a.rjse between SURs and MFCU~ and to sponsor 

workshopa, conferences, and seminars involving anti-ftaud issues. 

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

al: ~i\te3, alo_ng with the OIG and the f"BI, .have an opponunity to participate in mti-ftaud 

12 
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managed care workshops. National associations 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 closely. 

LEGISLATIVE 6NTI-FRAYD AND .+BUSE INIT{ATIVES 
·:'· - -

t1 
As the Subcommittee has requested, I would now like to address the potential impact of recently 

enacted legislation. 

Health lu11ra11c- Portability and Auo,,.ntability Act of 1996 (P. L 104 - 191) 

As a result of Congress rea.chins a biparti~ aareement on health insuranee reform, President 

Clinton was able to sign into law the Health Insurance Ponability and Accountability Act of 1996. 

We wish to thank Subcommittee members and all of the many members of Congress who worked 

"-···- ·- f 
to successfully pass this legislation. This new law is designed to ensure that workers changing 

r 
their jobs can keep their health insurance. It also includes strong anti-fraud and abuse measures. 

'·'' .,, 
Passage of this Act is most encouraging to this Administration. At this time, I would like to share 

lh 
with you a brief'deseription of these anti-fraud provisions and HCFA's recommendations for 

further improvements. 

The new health insurance law creates·the Health Care Fraud and Abuse Control Prosram to be 

coordinated by HCF A, 010, and the Attorney General. The prosram, which will fight fraud in 

Medicare. Medicaid and private health plans, is funded by mandatory appropriations from the 

Medicare HllSpital Insurance Trust Fund and the general fund of the Treasury. Under the auspices 

of the Concrol Program. lfiiS may have the resources to implement Operation Restore Trust 

13 
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nationwide. Building upon the successes of the five-state demonstration project, HCFA will be 
·"\ 

able to coordinate with the OIG. the state. agencies, as well as law enforcement to fight fraud in 

both Medicare and Medicaid, and to ensu~~ that a provider that defrauds one program is not able 

to defraud the other. 
.. , ·, 

1.· 

The new health insurance law also adds new mandatory exclusions from Medicare and Medicaid 
' 

for felony c:onvictions related to health cai;e ftaud or controlled substances. It allows the 
• ""1 . ·" 

Secretary to exclude providers convicted ~f misdemeanors related to health care fraud from the 

Medicare and Medicaid programs for a minimum of three years. It also adds new permissive 
:{ 

exclusions from Medicare and Medicaid for individuals whose health care licenses have been 

revoked or su1pended, or for individ~als c~ntrollicg a sanctioned entity. Funher1 where a 
.· 

practitioner has failed to successfully complete a Peer Review Organization corrective action plan, 

or has grossly :tailed to meet quality standards, the Secretary may exclude them ftom Medicare for 

& .. :inimum of one year. 

The new law also expands all Medicare and Medicaid criminal provisions to all federal health 

programs and establishes new civil money pmalties 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 ftom the President's bill. 

-! 14 
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" ... 
Recommendations for Improvement 

The Act creates the Adverse Action Data Base to identify providers that have either been . 

sanctioned or excluded, i.e. those providers that have been subject to a tin-1 adverse action. 
- i;, 

However, the provision prohibits the inclu:iion of data on "settlements in which no tindings of 

liability have been made.'' Many final adverse actions are the product of settlements of cases, and 

c~araeteristically, no findings of liability ar~ made. This provision may encourage many other 

pr()viders that would currently admit liability to challenge IDIS1s determinations of their behavior 

with the goal of entering into a settlementwhich avoids being listed in the data bank. If 

significantly larger number of providers do this, the data bank will then list only a fraction of 

ftaudulent providers thereby becoming much less effective. The President's bill had proposed to 

include final adverse actions resultins from settlements, providing the Administration with 

compr,ehensive data on adverse actions. 

Second, the new law weakens the penalties for fraudulent c:laim~. Under the new law, the 
u 

government now has to prove that providers acted with "deliberate ilnorance .. or "reckless 

disregard." Previously. we could levy penalties on providers for submitting fraudulent claims if 

we could prove that they "should have known" the claim was fraudulent. 

Third, the new law, unlike the President1s bill, requirts advisory opinions. The 010 has stated 

that advisory opinions on intent·based statutes (such as the anti·ki~back statute) arc impractical 

if not impossible. Because of the inherent]y subjective, factual natw-e ofintent, it would be 
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impossible for lillS to determine intent ba.sed solely upon a written submission from the 

requestor. 

Debt Collection Improvement Act of 1996-P. L 10./-114 
\. 

This past April, Pre~idcnt Clinton signed iQto law the Omnibus Consolidated Rescissions and 
(­., 

) i,'=:;ropria~ions Act of 1996, which includes a provision known as the Debt Collection 
): 

Improvement Act. The Debt Collection Improvement Act is intended to facilitate collections by 

the Federal Government and encourage the coordination ofinformation within and among Federal 

agencies and stream1ine procedures. This Act pennits HCF A to require that its providers and 

suppliers indicate their tax identHkatlon number when submitting a Medicare enrollment 
i 

app1ication. However, at this time it is undear how this provision ~ill provide an additional tool 
'.• 

to improve our ability to deny entry into Medicare to fi'audulent and unscrupulous providers and 

····-· . ~--··· f' 
suppliers. We believe that additional legis~ation that would allow us to collect Social Security 

Numbers would be helpful. 

~ONCLUSION 

Since Medicare and Medicaid first began three decades ago, millions of Americans have been 

helped in paying their medical bills. It is most appropriate that as the 30th Anniversary of 

~edicare and Medicaid is celebrated, HCF A is ~ven more committed to ensuring that 70 million 

of our most vu1nerable Americans continue to have access to high quality and cost-effective health 

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

, . 
• 
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\ 

As we enter the 21st century, HCFA is actively transforming its computer technology to keep 

pace with the many rapid changes occurring in the health care field. The implementation of 

information technology is essential in combating and preventing fraud and abuse. Further, we are 

forging new pannerships to inorease cooperation among the federal agencies, state entities, and 

private industry, to protect the Medicare and Medicaid programs ftom fraud, waste, and abuse. 

HCFA and I 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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"llGnliCll: ,., -·- .---._ .:-·. - • - -

_'"(ii}_ u•h1:01e-r la -_a.rrarigl'. fi'1r a, rB{erral of 
h-ell.((h ca.re ii-eTM Qf $¢n,t!Ce! -CO a J!1:<1l.i1_:UT,_1, 

1JTIU:tiLi<l111'<1' <l,i pn:niiller. ' -·.-. '' ,;·-, :. ' '._.' ' - ' ---.- . ' 
'"( !) Any !!th.er facta_ri :ht:"Sii'1'1!ta'l! ~~ "'P-:. 

pr-opriatc in l,li'-.; J,;4_.;-&it-n/prevf!1ltiT19 /T'111.d and _, 
MU.SP. in Federal health c;ur{; :i:n·o11ram.s (c..• .to de• 
/irii:d) ... · ... _ '. -_ " --._ · -_: 

"(b) lNT!iRFRETn't:: Ruw:i::s.·­
--o) JN GDIJIIl.H.- - . - .. 
"'(A) R.&QU&S1 FOii. 1N1'El1.i'R.t,7'n'E 11iJL!t.'u.­

.11UI perSDTl ma:v fJT<i'!;1!11l,. ul il.1~ "tinie, a TeQf.Le,U 

'to the IrUJx:cttir Oent."f'al 'fo• n .<iJ.fU.et11er.1 of the 
f7u-peclor Gerie.ra!'$ atrtet'lt'tnt~cuLLiOti of tl!e 

· TTl'!-<Ir.ing of u. !.p.acific"as-pect o.( the a1rf]/icali1m 
of 3eclio1!s 1129.tl .-.r.r'l n2BJ3 (in th~ :~crion ~e-
fir'rcd lo aJ an "inlerprccfw) ni111L11'). · . · _ 

·"['/'.'I) [;;;:.'VANC£ .AND EFFtCT OF IN'f'.J;.'H..''H..1'."J'H'£ 
P.UL!NG;-:- · . . - : _ ._ .. 

'"(i) [/'I vE:NF.RAl. . ....:/f a[Jflrflprl.ats, tf'.e' i'llWCC· 
Lor Oe111mu ·s/z.all fn cin'!Su.1tiiti1m wil/i'·lhi! ALt11i­
"~'!! ·..:<~~al. i<l-W!':a11. i_nt~1't ruling' nu' 
lalt:T thati · 90 'days «fttcT rtl'.'1!1.fli.11.g c; rc~.icst tJ.c-. 

.icrlbed. lTI "S-U/J~M{lf'aph (A). -TTLLi;_.,pretit1e :ruJ· 
-i11'ts slza.l 1 not have the Jo_rce of law _tP4cf. $hall l>e 
treated t;i:; nr. ;.;i_tf<i1i1f-t.J.ue role '!Cirh{n th<! m<<a"-~ 
t-il.g Of 'se-=riof-1. --553(/j)" orliae· :;;· UniV..d f!tate:J 
Code. Ali fntemre.t!ue rulin!l:; ~-~d vurtuant·to 
ih.i.~ cl awe· 11ha1l. )c pti~ii~li-'!d·'in vie r'edera.1 
Rr.'!ii.:;f{':l' (I~ rll!tP.rwL!;e· ma.Q.3 available foT· puJ11;,._-
!n.."%)e:cti11n. . · ' 
· '"(ii) t::J<A.m,.;.~ J"QR. DENJAL..;.._rf the lm-µ<:du1 
(ret11!1'al dc.e~ ;tot ii~;.c 'l'ln ittt.en>retivc f'11lina ir; 
rt.m.,:ue !o_a ic.Qulil3t de:~t'T"il11."1 in i-tt.bp[].T~gru.ph 
(A 1, the. ln.S'Mc!<.'T ~era/ shcll rililifJJ the r~­
•Tu_,;/ln.I) -party ni ltU.Ch. decislc.n not /(1.1'"' Lh"n W 
d.a11s a[(,T n·J.:dt•i"-O .-:-u~h a rs~sl and ~h11.li 
tl1.rJT1.tif11 lhe 'reasons fa.- ·:such <11;c-ision. 

"(~) (:'1.ITr;:nr;,' FOR. JNTE.P.PRE:TH''- Rt:ut<•.':S---­
"(.1) IN t;F.'~'F.'RAT .. -fa d$!,'T71lhiillll lr.ill'lhH l(! 

13Stl~ an i11l£"f'll"CtiV{' rnli"9 under ;:.ir0Qm11h 
(( )( IJ;. :.lu>. ffl.'m/!r.tar Crne"~ mu~ con,<i.!~-

"(i) ·u:hldlh~r n11.11 Ui lJ.'hCll c:te111. the TC<J"-(<~I 
ide1ttifil!'~· aTi u.rnbiquil!J toithir.. llZr~ larc9iLaQe.of 
c/1~ 5C<1til(-C, ehe e%Uttng Sfl(t: /l,ubors, OT VTC:· 

u'uu.s uzter;ireriue n..!Cnn::.~ and 
'"(i1) Wfi!WIL"T the ~;11,j~ct "' the T<Q'lle:,t.P.d ill· 

''-~'P,.1~live nLling ca.r. lJ~ C!Jec:u~rc!y u.adrcs::c;a ~1~· 
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;;,,i;ll. ,., .. ..,,ri!latian ~·! the: li.111vu.a;'C of 11..: »la.tut~. sihWi11. or ocher fi»ancial "1isc<':•1,iuc1 u,•i!!t r~ mnimckd l;y .<lril:i,11] ··ma.JI pr~cribi:)" u.rirl in­
;:-f!.¥t1:c 1!:tislinp ,;a./1~ h.:.rbor rz.ie~ . .:ir p11_,vh>w; iulcr- s;J('i;t. if• llll!i c:ct or omisJi<:rn in a PTOl}1um (('liter sc1(.i11g "muy pt1t~cnbc, c.:cept ihat s-uch PC"h1d 
,• prelive: rulino~-. ar whdher il<c re:ou~'t u;o1,/d re- than a hct1!iJ,. ';ui\~ /!:cf;:U.•1:) ~''''·'<tied b11 m fl- ma..i: noC l.11? less l':an l !t~m)". 

qi.Ire (l niuuar.tivt: Tllli-nq (as dcfir.e:d in aectiot1 nanet:d 111 whole or i'! PlHC cv "''' Fcooral. (2} GONFOl1'1111'G AM&t>OMtNT.--S(;(;ii1m 
552 of tiae 5, lJ11iU>d Sr.at.a Code) not al.Ltho•i;,,_,,,i su:.1-., or /<>c"1 gQv~>rnrn<:'lt <ige:nq•. ", 1/5C(b)(2) (4.~ O.S.C. 1320c-5(b)(2)) l~ amended 
under lhi.:; sulm!ctlon. (IJ) //'IDIVJDUA:.. CC!l>'l'/CTED OF FEWNY /iJ;l.J,T- /Jy ~LTikin,Q '"sh.all r<.-'711.J.i•I'' and ;nsertin.w "&h.all 

"(R) No kULi>Jf;S f)N FACTflA/_ r.<:..WFS.--7'/;P. /"1- INC Tc1 (;(JNt.~OLJ..ED SUIL'T.ANCE.- (~uhjrir.l lCJ lM r.r!.nimum 11£."T'Wd ,'!>7JC<,lfw.l i•; ,l-'~ 
~tor Gcr.Rral shall nol gi...: '""' i11terpretiw; (1) lW r.F.m:i;,A1 .. -S.r.ciot1 112/i!a,I ~1.? rr.s.c. ~~'·nd sen ten~ of para.111'0.J.'h (I)) rC?ria1n ". ' : · ,­
ndm!l Q1i: ~1iy ji;r.c:;tua,J. issut:, i11cludrn9 the i1Ll~'71£ 1VOa-7(aj), a3 amt."ndcd by ~~1lj~·1_._,tiu'1. (a), is (lJ) llJ,;J·CAL OF "U~.'WILl./J<i(J 01r: fJN.AIJU:

0
' C01w·-.. 

of the 11<1rtles OT (/!'3 ft;tir m.u.rk~i ,,,-r.lui:: Qf f'IU- a111e11&d t>11 ad.ditto; 0./.. the P.nd thP. /CJZlowill.O DITTON F0/1. !.Mf'OSITIOH 01' 'Sl.NCTION.~eetion 
tic:ulcr leasa,j :rpact: OT e'(tuipin,'111. nmn 1>1:.ragraph: 11.'ifi(h)(J) (/2 U.S.C. 1320""'-~(b)(lj) is' ~.rl.-. 

"(Cj SPECll.l. FliAl//) ALlR1::i.- "'(~I Ft>W."'t" CON\"JC;'ION Ji.EUTlll'G TO CON- (1) in the seCO•td 3(1llet1cr. l)y s.'rikino .. nnrl 
"'(!) W GEN£li1tL.-· . 1J1.l1LL£D SUIJ:.TAJ<CE.-A1•y 1111J11Jict,,.,;J u• '·"•MY d.et~:nninc:;·· ;;.11d all !hat fOClOUJS, tltrougfl ".'IUCll. 
··rA.J"REQUEST FOi'. ::;p£,'JAJ. FK.Auv A!..EH.1-S.~ tha' f;<J.$ bC,'71 C·~m•;c!ed after rhe date of the en- .;;bliQations.""; ant.! , 

An~ per"m mai; pruimt, cit ,an:;• ·tim~. " T<IQltefl actmeni :if th~ li~th Ir.s11ra.nc~ /1.e/QTTTt Act ~I (l; blJ striking th.~ 't.l:iTd J:l':nletj,f:_e.·, .. 
f.o Lili! /n:,~cwr Gl'111..,w fr:,,· a 1io1:~ 1.11hich ir1- I9clll. umil:r F"ctC1al ..r._ SW.ll) 1.:..w, 'of a. crlmiaoI ~lie. sis. lNTERJ!El>lA.TE SA..'•u:noNS F(}l.(.'l<f£u1-
1cn11; !/iC:JltJOlic cf pradie€s which 'tluJ lns;:>et;- flffrmsc r,.011s1.$linQ of a' felo1',1J relatinq t.o the im- · C.:AJU; lfli.Ct:,7'111trNNT£NANCE OBGA· 
tor G4!nt:i-al wn.rid11r~ tc be ~'.Ct or of par lieu- lawful manufacturs, d:istri/J;,;li(111, pre=ipl!on. , }IT7:ATIQM;., 
;.,_,. cqti;;..!nt under the medicare 11rogram ot a. or ui~'JJt7~'mg of u c1m:rdl<!d si..bstanee. ". (v.) APP1.1r..ff;ON OP ft..'Ti:;KMEDlATE SAKCTIONS 

'Stu.ts h.ro.1.th a>Te vrogn:i~n. w; .~ji7"!'l in ""'CLi071 (I!) (."Q.vm1um:c AJ.{E:ND.'.fENT.--Secti01l 1-"UH. AJ.'Y PI'.DGRAM l'JCJLATIONS.-· 
·i 128(11) (it:' this :t1J.bseclior1 referr<:d to as a 'nx- 112B{bJ{i) U:! U.SJ'. J320"-7(b)(.1j) if. runt•:tUJHL- (1) It: CENEll.AL.~'il!Ction 11J7t;(i)(!) (42 u_s_c_ 
cic.i frc.144 alt:rc"j. · (A) iri the hrodir.ll, !•y .~t-rik.i7lQ "Crno1v1cmo.<>;·' !J95mm(i)(J)) is C.•nen<.Ii!d by s'.rikino "!he &.c-

"([lj ·IS-WANl_:f: ANn' PVFIUl.,'ATU)N OF .)Pf.'(,'IM. and irl~l""lttli;J "M:sof:.'tff.'ANOll (;01H'lCTION"; and 1elary may Urminate" an4 all tl'llU f()l!ow ana 
FfU.UD, .A!.ERTS.-Upon receipt of .a rsquai de- (8) by strlk!n9 "criminal of{rnse" mid insert- i7l.srl.i7!!7 ··;n w:X.:rlrtlD:ru;~ u..;.u; ;ptocei!i.res esr.ab-

.:;t'r·ilJc:i) in ~'7,l.(11ifirw.JTU'JJl• (A), Lhl• l~Jil!dm· Gt>rl ino·. ''1;riminal offense · consi.:;~in9 rd ci mi~· li~h.ed und~'!' ~·agraph "(!J) •. th.c &cri.--t<lry mo11 
eral iriw.11 ln[/P..~tiaate: the ru/Jfec{ TTl!ltter of t.lu: oom.-:cmur::. . , · at any tirnUei'mSMte am(sv.ch ccmrra.c:r. or may 
rec;us::t to determine whd;h,....,. 11 stJeciai fra.Ud i'>E:C. IWI. ESTAilUSIIJIENT OF M1NIMV.r.t l'ERJ.01) imptJ$r{ t.hp, inU.:rrrU?Wa!r!. :ta.nctiCJns d.escnbed, in 
v.IC>"l $1La;J;l .~r,! ~.,,,:.1, If o.1ipmp·rlilu!, UU) r11- er ErCLUSION ron CI1RT.AIN INDI· pi;i.n;.gra-pi. (6)(B) or (6)(Gf(tohiCMJ}l'::r i:;'cr.PJJli-
=tor Gt."Tle:ral slzaJ/ is.ru« a SJ!t'<i.:2-l fraud a.le:rt l'TDC'AI-'t Arvn l!NT1T1E..<; .'iC!SJECT TO cable) on cM tllaUilc orgCi,,.U:at'lon If tft.e &:c-
in rcsi>on:c Cc the r0quesi. All wedcl frcur:J 1'1::11.Mlf:ISJVI-: UCl-0$/0N HlOM MJ::D. nd..».ry r.U-.umrunes ·u1a1. me organization...:....-' 

. ~~,,:;IJe~:ii!il~::;~~a;~, ~~4!~ i:t~:~ra-ph ~~~. STATE HEALTH CARE C(J~~-:/zcZ~ fr:.iWJ !tU~.~tatttf:~llJ!_-t~ .• ca.;'. o~t._~t~ 
' ""(Z,! CR.rrlt.ll...'A :;QR SPECIAL FRAUD .ill.ZRTS.'--lll SKtion 1/ZO(c)OJ (C O.S.C i 3wa-7(c)(J)) is "(RJ t_,· ctifTJtin11 'aU.t·tlu:'cimtrad in~ 1(!1:17111(...,.. 
~t.;rminino 1.-0h:Ctlu.'T ·fo ~uc er. :special. fm'-'d . amend&t. b.lJ ~ng o.t. tht eiio: l..ll.e fQZlr;wing sub11tantia1ll1 itiCQn$istctH 'i.¢c)1 the.#ficiiint'and 
arm ti.po"' a Tequat described. In pa.ragrapn (I}, ~ _,-,,hpa.Tugr.:i.pJu: · · · ~1/ecilve adminirtra.tion of th~··sdQn; ·err ''' ;_ · 

. · th.C I~etet Gl'tU!1o.l ma:: CMS'k>:t- ·, . '· '"(n) ,It<. 1.!i.e C4S<! a/ an ~cJW'i011 of a.n indiuid- ••(C) t10 longer substant:UUly ··rMe::t$ · tM · applf· · 
: .,;:"(AJ111hetJ1cr o.tld iJ whac !?%tent tl~c.f)1'actf1..~ .u.at or entity undt..,. JX•T«!J7(1J.1li OJ, ·(l.J, er (.l) ci/ cable 1;1)111.iitfon., of ~'Ul.1 ... •:CtirttL' ·(o}; (c), (e). and· .. 
. illat fi<iuld. :be· id.intifted .fa w ~.·fraud tu~scctton {bj_ the pen.,1d a/ the e:cltL~o-n sl-All (JJ. ... . . : · ·. . . . '-·· . . . , .. 
Git'1l Tll"Y n::..Ul.-in·-U>l!I uf tll.C CUm~"T'.u::; (le- be .3 .vears, &ml6s.? tlu: Sccrr:tan; dctcmtinCS tn V!} OTHl.'li. '!N1'1"J(Mil!IAT£ 'SANcTIONs·ron-·JrTs-· 
ocribe& in .ubsection (a.'RJ;. ar-d ..... · · , W.'J.~o,(l,-,11~ 111iih. pub!lsh.ed regulations tM.t a CELLANEOrJ'S Pl'.OGMM V/OLATW/.'s_'~<;edirm 

"(BJ tf1£ uolurrk· and freqiu:r..ci,' of the cdi1ct11ct shorter J)£'rl.od is awro';TJia.i.c IJwa>.LSc c•f mitiiJai- Jll76(i)(o) (12 O.S.C. J39Smm(0(6)) i3 amCiided b;i 
eh.t!t WtLZd ·Ni id<:iitifttd. 11! tM. ~de.I fl'Clw:t in9 CiTCWMt"n~· c-r !hat a lonqe'r f:"Jrlod i~ ap- add.in(} at tlu: rnd tlu: 1onu1ui1;g 11l-w ~ra-
alert. '' .. >. •. · propnate he1.:cz?J.se of aggra:oo:ln9 cir=ta.nce:s. graph: · , . : ·.''' ., ... , · ,· .· 

.'SuJlti.lk B-:ltt:ui.rio11-11 tr:a Clll'T'C~ &ru:fi.o~ '"(r~) hi t11.: case of an e~clusion ~fan ind.ivid· "(C) In the. case of i;in c/i{lll:>le orgc.ril:!atior.'[Qr 
.:--.r l"ra.ud <CUld Abf4C ual or entitl! under" s-i1.b~~IJ" (/l,l;i; m (IJ)(-5.1, wl~r:h aw :sei,-,•)t.a111 makes a datermin~ticr. · ,v t,\g period of CJte e:r¢lu.:rlon :thall n~l lle ll!:!s thatt · 

'Sz;c.·- 61L. IL-U.7JATOKY ... CCI.USION FROM PAX- ·lil<!. period durinp tchieh tM ln4tv'd:i.in OT etttf• under pa~ngroph (1) th.e ba.si:i. f?f. w/;ii;:h is 110! 
fiCIPM'WN ·IN ·.wIDietru::, AND . d&scriWd 'tn :-.lbpi;ii'agtaph (A), the S#!CNf/.a:ry · 
STAnr 11EAI.f1l CARE PROCR/'.MS. · 1:7.J ·~ lh'11-r<! i,;i pro-.,iu. l~tn. rnre is revoked 111.ay a.iJply the folloicina 'intam41diGte sanctions: · 

'(a) ]ND/VTDIJ.AI.. CONVl<:TEI) o.~ P~l.QNl' RELAT• :rus-ixnded~ ;,, ~i ..... '11dcrt'd. QT the fru:fiuj,foal ('; "(i) Civil 111011.ey jie-.1!Jltie~ Of not mMe tnan 
· -tlle ent!t:tJ 1.' aclud£d er ~ckd /ram a n:d- s · · _,,_ IJ. 

/];()TO l!E.'./.TH.C'~ FRAUD.-. '.:r:il or Sca.te Ma.lt.h C(J.Tt! 2'T0!7J'(1>tl, :>.5,lll.l'.l jtJT 1'JU'J" clF..umn:iTW.L1011 u1 ....... para~p 
(!} JN U1':N.t.XAl .• ~edl.Ct1 ]J:Z.IJ(il} (./.~ u ..s.o. ..(F) In tht: CQ.SC Of a1, C::ClUSIQ'l of \'.!ti indlvld- (I) if Che de/ictef1.CJJ that is IJ-~. b<'L<L~ nf Ehe d.e-

.13..'l)iJ,--7(a)) i& amended b11 adding a..t..the end tlie :'.tmiinal:lcn /'..fU d.{f'tlctll/ 'aa'De'l'sell,i affr:ct.ell (tn' 
follai.."'lnU.neuJ pa.-r~apn.: · , ua.J D<. e11tl.CJ1 unddr r~section (b)(G)(Bj. the JK- has ihe ~ubstar.tia1·1i~lfllcod. Qf a.due:rsd:v uf-

"(3} FELO.vy ·~cu.·v1<.TJO.,, "'-"''LATINC rn· Hlt:ALTH Ticxi of ll~ l~~io-11 !ihV-il lie •IQ£ iess llu:.u 1 ft>r.l~no;· an indit.'laua.I. covered under the C.-canl-
J:t:af. "'. . I 

CAJU: n' .. wv.-An11 -i'll.Wviaioal ur t.-ntitv tltat /!CI.Ii zation 's conrrad." · · '. ·: · ·. ··. · · · 
be.ffl cmiuicted after the d.aC.:; cf the enact.mer.! l51>C, 61'· ,.KRMIS:!-;NA KXCL'lJSJO_ .. , o,:· 1NLJIV1D· "(ii) Ciui.I mofie:v JJ£1!(iltic of nut more· than 
o' V•e liiw.ltfl · Insu.ranu R-rJionn ·Act o,r 1990. li~ Wl1'B OW'N£RS/Il'P ·OR cm;. U0.000 /Qr ~Ji UXiek tlc"'nnlnQ a.ftli!r Ull! l1l1Li-. 
' IlWL Ill'TEll.EST IN 5'.Ner10N£D /Ill.'- · ~· 

under Federal c1· Stat.daw, in co11w:cl1'171 with Tl'1TBS. adan of llrocedura b'JI ai.s. Sf:a'r.tc;1y unclcr 
Ull' dJ!li~·rJf a hsaith <:nTe item or sen•ice oT Se;:tion 1U6'li) (<12 U.S.C. 13Xla·-7(b)) i~ 11ara11ra-ph (9) cluri71r; which the deficiency ·i/U!t 
with "rc~cl, lo .any act (It crni$~-ion in .a her:ilth arne11d.3d b-11 a4ding a.t tll-' etl4 t1' . ., follotJJ1tt!} fr lhe basi1 of a determination 11nm,,t pc.-ragra11h 
-=are pro{JTam (OtlWr th.an thase . .sP-?dfically .:U- new pcr.r(l.or{iph:· (1) ~11. · · . . 
~ibed tt1 po.rag,-uph (I.I/ i:ipr.rc.uoi I•;, '·"·Ji- .. (J.~J lllO!V/flr,r.u.~c:t:lWTR.W.J..Jl"fl .-. SA~·<rrmNE.lJ '"(iii) Smptnrion ofenrollmC'l.t·cf lt1divii&U(lls 
rianOO:i ,in whol£ or fo jxirL bt,r C.ny Federal, l>!A'TJTl' • .-(A) _.\ny lt11Uvldual- "'~ th.i.< ~"ctinn o.}btr·Uul dale ·th.e ~'1"11 
Stat.e. or local goll(!r'tln".ent aaeticy, of a .·cT!mft141 "(1) w/w h<Ul a .:iirect 01 indirect ownersmp 01 ttollfies ihe <>TJl.1.fiiEation ·of er. ~nation 
of/DIS.i! c1.m.sistin9 CJ/ a Jd.011.y retaltt:g w Ji·a1U1, control inter£St in a. ~nct:ivncd er.Lit;! ;md wh<.J Un.MT 1>4ro.gra.p11. (1) an.a unO:l the S!!t-~l.JJ:r~· i:s 
UU>.ft, i':m/11•.'7l~nt, _br~,11'.'ft of ./id.u.danJ •<:.37Jon- ktlr)-u~ or t.houla kn<Ju: (11£ de/in.&! in isct;"on stJ.tt.s/letJ. Llia.l th<! de/i.cier:.cv that i$'the blllis for 
ribiiit-y, ar ciher.finanl:."fa./ mt.sconduct_ .. _ . 1128,J_(i)(o)) of UVJ uctivn '"'''4li!uLi1,9 ti•~ IJ(l.!.U tlic dcWrmir.n.tir.n hn.~ l.7~bt ~ON"t!(';te.d a.nd ~ 11ot 

(2) CONFOI'.Ml1JG. AM.f:NlJM'E:.n • .,.-Paiaslra;;Jh (1) for tlic <;QllVii;ticn or eich·si·,m described in s-u.l•- ltkel;t to '1'£CU.T. "_ , ·, -, . 

. of $C<;'(iQn. JU8(i>) uj o.s.c .. 132'N-i(ll.!) l.s wragra.jJh (B); QT (J) P1u'JC£Du~ 'J-'Qll IMPOs!NG' SllNCTIONS:~ 
=iendea to read a.sfollow.s: · · · : · "(if) te/1.o u a~ afff.cer 0 .,. mat1ag1.ng employee Secti11n U76(i) (4Z U.S.C. U9SmmtiJ.' u ="'11/!a 

.. (!) CONVlCTlON RELATING TO FP..WD.-'.'4.nJI (a3 defined in section f126i b_I) of sttCll ar. rntltiJ, by addin11 !Jt CM end the followfng tt.ew -para. 
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FROM: Andy. 
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RE: H•alth care Insurance Bill 
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You. mentioned today th~t there -may be mt:ive:ment Sl::JOl"l on the 
health insurance bill and '-1e nave been hea.rinq that you ln~Y be 

_____ clos~nq __ a deal \iith Lott. e.ny mihute now. HERE'S SOMETHill1C THAT YOU 
HA VE TO IQIOW ! l 

I just wanted to make very sure thAt you were aw:1re of how 
strongly OOJ feels about he ~dvisory opinions issue. This is 
•oia.ethin9 in the House bil 1 only that would allow a medical 
provider to seek an "advisory opinion" about ~hethc~r certain 
activity they plan to undertaJee 1lfould constitute a viola1;.ion of the 
law. This would effeotively eliminate health care f~aud 
investiqation and prosecution a.s all available rescu:t-oe:s would 90 
into developing these opihions. Defense councel have tc>ld us that 
it would constit.ute malpractice not to got one so we would set 
qaiilliOn$. And it is unprecedented 1n Ol:'i~inal law - imagine a 
c.rook a11Jtinq if robbing- the bank would. ccnstitute a vi.oli:a.tion cf 
l~w! .. 

Anyway, the AG has written the attached letter and :•he and the 
Oe~uty have made calls to Hatc;h, Hyde and others. FBI D;Lrector has 
also written. ~hi£ is big daal here. It i~·s in the bill, expect 
possiDle OOJ veto recommendation. 

. 
Ca...Vl Cv1k, ~01 1Vlfe4pt.tf1vl r"~;i;r'l~} "'VI 51,{,b/e.d-- vviu.lfi./'.J vicr 



DEPARTMENT OF HEALTH & HUMAN SERVICES 
OFFICE OF THE GENERAL COUNSEL 
INSPECTOR GENERAL DIVISION 
330 INDEPENDENCE AVENUE, SW 
ROOM 5541, COHEN BLDG. 
WASHINGTON, D.C. 20201 
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DATE ------
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Please deliver this transmission immediately: 

TO: 

ADDRESS: 

TELEPI IONE: 

FAX: 

FROM: 

TE'l' .. 'SPHONE: 

Return Fax #: (202) 205-0604 

'EMARKS 
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mis DOCUMENT IS INTENDED ONLY FOR TIIE USE OF THE PARTY TO WHOM 
IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, 
CONFIDENTIAL, AND PROTEcrF.D 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 hased on the content of this communication is not authorized. If you 
have received this document in error, please immedicitely notify us hy telephone and 
return tu us at the ahovc address by mail. 



REQUF.ST 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 bi11, advisory opinions would be required 
of the Secretary under the criminal sections of the Social Security Act, the Civil Monetary 
Pcna1ty 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 fees would NOT go to the Department of 
HHS, but rather to the Treasury as Miscellaneous Receipts. The 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 ad'~isory opinions. 

i""1 



CREATING AN UNPRECEPENTEP MECHANISM FOR ADYISORY OPINIO~S 
ON THE ANTI-KICKBACK STATUTE 

Background: The Government already offers more advice on the anti-kickback 
statute than is provided regarding any other criminal provision in the United 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> to5:issue "safe harbor" regulations 
describing conduct which would not be subject to criminal prosecution or exclusion. 
~Section 14 of Public Law 100-93. · 

To date, the OIG has issued 13 final anti-kickback ,,·.safe harbor" niles 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 pubJished in the 
Federal Register regarding these proposed and final rules. In addition, the OIG has 
issued six general "fraud alerts" describing 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 statute and what we consider i11egal 
(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 l 128B(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 fee to be credited to IIlIS. Fees would therefore be deposited in the Treasury as 
miscellaneous receipts. 

Major problems with anti-kickback advisory opinions include: 

o Adyisocy qpinions 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 impossible for HHS. to 
determine intent based solely upon a written submission from the -
requestor. Indeed, it does not make sense for a requestor to ask the 



I • 

2 

Government to determine the requestor,s own intent. Obviously, the 
requester already knows whal his or her intent is. 

o None of the 11 existin& advisory opinion proq;sses jn the Federal 
Government pravide advisory Qpinions recardin~ the jssue of the 
reguestor's intent. An advisory opinion process for an intent-based 
statute is without precedent in U.S. law. 

o The advisoey QPinion process in H.R. 3103 would severely hamper the 
Government's ability to prosocug; health care frayg. 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 Jaw. The prosecution would have lo disprove this defense 
beyond a reasonable doubt. This will seriously affect the likelihood of 
conviction of those offering kickbacks·. 

o Advisory opinions would likely reqyi're enonnous resources and many 
full time egpiyalents CFTE> 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 FfE 
required, etc. Also, HHS is permanently downsizing, even as it faces 
massive structural and program changes. The possible result of the bill 
is a diversion of hundreds of anti-fraud workers to handle the advisory . . 
opm1ons. 

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 attomeys . 

. \: 
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July 24. 1996 

The President of the United States 
The White House 
Washington, DC 20SOO 

Dear Mr. President; 

As health iDsurance refonn legislation moves toward' fin.al passage in Conaress, the 
American Medical Association (AMA) aDd tbe American Hospital Association (AHA) 
are writing tn alert you to an is~c of great impoIUliiCe to physicians and hn1pita.li;_ 
The pending leiislation devotes an entire title to eliminating fraud and abuse in our 
=Ill.th i;cm: IDII''Utplace. Bolh. lhc AMA aud the AHA support efforcs LO rid our bciSllh 
care system of these abbonent practices that drain limited health care resource!! and 
threaten quality health care for all Americans. 

We firmly believe, however, that physicians and hospttals deserve to be governed by 
fraud and abuse laws that are clear and provide uset'Ul gulcsance as co What conduct is 
proln"biml. Key provisions such as intent standards and advisory opinions are essential 
to protect honest physicians and hospitals from what has beeome an exceedingly 
complex and vast web of fraud. aDd abuse laws and reauJations. 

The amikickback iaws, for example, are full or overly broa(l and. inexact language. As 
HHS lnspectct General. June Gibbs Brown, recogniud in a March 22, 1994 letter to 
Representative Pere Stark, "the [antikickback] statute is broad aDd encompasses many 
ammgemc"DD b;twccn health care providers, many of which may not be abusive." AB 
a remit. a DllIDber of physicians and hospitals avoid activities that in many case.s would 
benefit patients, precisely because they fear tbe..e activities might be in violation of the 
antikiclcback stanne. 

TI'le vaa:icty a.nd conlple:itlty of fiww:w iclatlombip~ in today's health care market · · 
make it impossible for physicians and h~itals to depend solely upon statutes and 
regulatiou.s of ieneral applicabilicy. In addition, the regularory process simply cannot 
k'e:ep pace with develnping new and innovative. interrated delivery sYstems. Without 
advisory opinions to guide physicialls and hospitals, many beneficial arrangements that 
would provide high qu11.fay ln;ialll1 ~r~ LJ)l)l"C efficiently will ncvc:r 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, would .call reql!ire 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 circumstam.:Ci pn:sc:ut.cU. A pllysi~liui or hu~pital' 
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. 

~" 
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Moreover, au advisory opinion would not shield a physician or provider acting in bad 
faittl. Thus. despite the issuance of an advisory oplliion, the OIG would be free to 
prosecute physicians or hospitals that exhibited an intenr co commit frau.dulem acts. 

Providing physicians and hospitals with gi>idmws on whll.t f11eN3l arrangements viol.ate 
the fraud and abuse laws would not overwhelm the OIG with frivolous requests. More 
than 11 federal agencies successfully proVide similu gi1idanct:. 

'' 
We hope that we have alleviated some of the coucerns surrouMiog the issue of 
advisory opinions, and we thank you for your consideration cf our arguments. If the 
healrh care field is to be subjected to new fm.:ral criiniml and civil penalties. 
pbysiciaJJs and hospitals must be assured they will be assisted, rather than hampered, in 
their number ore goal of treating patients. 

• :··.-···· : '· i 
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~J.~"'1..--
Richard 1. Da~L 
President 

P. IoJm Seward, MD 
Executive Vice Ptesi4em 
American Medical Association Am.eric:m Hospital Association 

-~ .· 

cc: Leon E. Panetta, Chief ot Starr to the President 
Donna E·. Sha.Wa, Secrewy of Health and Human Services 
Janet Reno, Attorney General 
June Gibbs BroilJ'l1, HHS Inspector General · 



07126/96 11: 11 

A~~rican Medical Association 
Phys1c1ans dedicated to the health f . o Amenca 

Richard A. Deem 
Direct.or 
Division of 
Federal Affairs 

1101 Vennont Avenue NW 
Washington, DC 20005 

OMB AD ,HP 

202 789-7400 
202 789-7485 Fax 

Ou- ,d;1,,.;}~ 

1'J• ~.t /i.-r D~T iJ r"" '''1 r·s':-_) ~ 
M .,., ,. . ~ ..;.,,...,._ +.., .r.·J kl' e;_J V•j··1 or.,,~. -1J.c "''r--1 #4 
(!It. ~ '4 ~ ~ tf,a... ~fa.I~' a?bl,._,J....1-

),, " cJ...1 1 u tJ J.] ~ M•'"'} Qr,,.. ~ I 
~.,.;-J- f" t • J •ad .ff •i-i 4fl //,lm<11. Pff•J• M>> ~ ,,,/• ,,,7 o (""~ s. 

1k ~;p • .-r 1 ~ t/~.w JJ.4 f1·i I-'<· , ~. 1,7 1' pd. 

o..Jv1.17 •/"",,.) Pl ~"!"' p,J,,,,,;,,; ~ It<-- h..1.--1 

~ tJ;,,mu.s,m.) ~ ~ ~ k. < tl~~u sofr-;,r./ 

t:~ f4/M•W.f a;.J.!j c/1;./,·~ ;f (;A.~ ~~ rw4.? 

141005 



T111111 frou Req•-• 
to I UUllDCllO of Pr.raGentla.I Elect of 

~DC11Staca£u Advisory OplnjoDI Opinioa 
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part)' ool)'--t 80J 
Forcisn Cmnip1 Pnctioc:s (b) 
Aa o( 1m bindin1 1>11 DOI ool)'-

' 80.11 

Dep.uacDI o( Iwcicc Noc specified Yes. 10 I.be c.aca1 wnltea 
(Aaduusc Divisioa) bu.si.ae.u review lcaer i.t 
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Antitnuc Laws AUomey Gcauat in charge 

of A.nlitnut Divilioit-
f SQ.6(b) 

F ede'21. Ek ct.io!ll 60 da~·t 437!(•)(1) Oplnio°' may be relied 011 

C.ODJlissie>D ( Ollio; o( by person tpccidc:ally 
Ge11cr.d Counsel) involved In addccssed 
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·~paigo A.a or 1m 
;;cderaJ 'Jliide NoL 3pcc.itlcd No a.c:tion 19ainsc 
ConunisSioa requesting pany II ia good 

faith rcliea on .Ma: end 
Fede.raj "D-adc UWI Commission had &O (.Ku 

prior to ill advioc-f U(b) 

lntcni.a.I Revenue Serviac Not rpecilicd Biading .u Co requcslio I 
pucy 011ly; ruliq an be 

l11tcrnal Revenue Code rc"VOkcd at uy limo-
I 601.101 (I) 
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-· 

Comparison of Existing Advisory Opinion Procedures 
Health Industry Initiative 
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DOJ cao issue ptef.'I 
release re.: n:quc:sa and 
ccspoll.5C-f80.J4(b) 

y~ 50.AS(J) Request, rupponin5 Noc rpcciiicd Noc spcciBed S U.S.C. § 552; 28 c.F.R. (, 
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request delay ia mdain5-
I S0.6(\0)(c) 

...• 
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- ~uc:st infonruuio11 OOlltlO o( aa.ioa fC'lUCSUn 5 Pat1 I 
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ooalideatiaJ-t 1.4 § 1.l(aJ 
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(d) request tfult poniom o{ pany'a tai status 'lr 10 tu: 0 ISCU.201 

material Uk.cly ID appear la cll'ccu o~ iu aas or 
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public:arioo-
t 60'l.101{e)(ll) 
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ia I 2.638.JIB peno111 deleted to cnca1 whidi pen.ca is dirca.ly S c.F.R. 11638.JOI 

poasiblc-f 26]8.310 involve~ 24JS:-02 

(Jpioioa wiU ~ pubwhcd-
0 u.38.J I 0( <:) 
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•·. ·=· 1 Let tar sent. to all SAna.tf1 and Rouse Jlepublicans. 
Pr@pa~ad by Eli2abeth Seifert x412. 

American Medical Association 
Phy1ich1n1 dcdleated to the healttL of America 

P. .Job 8eftlld, MD 
E>caoutive Vice Presid<"11t. 

July 22. 1996 

~ Hononbk Trem. Lott 
MajoritY Leader 
United Swcs Senate 
S-2.30 Ctpi1ol BUilclizlg 
Washiugtw, DC 20510 

Dear Mr. Leader: 

515 l'Jorth State Streel 
r.n1r.~. llliriois sre10 

312 464-~00 
812 4M-4184 Fa:< 

A11 you continue to WOJ"k toward resolvin• issues in R.R. 3103. the Health Imurance Reform bill. 
including medical 11.viogs accounts. the AmWan Medical As1ociation (AMA} i~ writing to reswe 
om position. ~p:l'diq the legislation's fnmd 11nd abuse provisions. Al the attatbed "Dear 
Colleague" letter ft0m House Committee Cha.ilmen Arcl1cr, Hyde and Bliley states, language 
il~ptabJc to ~ :i::t1Cdical oodl!DWllty lw been 11,greed upon after ltqthy ne9otiatiom. 

rir.SC, tbc agreement would ensun: lhat pliy~ic.:iaws would not be pcaalii.cd for inadvcrtcnr bohavior 
or errors. This is because tbc new fedaal c:rimes of "hea.ich CUI fraud'" and "false staf.emcllts" 
wouid require dw a providet possess tbe specific intcm ui vi()la~ me Acc. In sbon, he or she must 

act o;11ilh lclowlng md will1ul i.nleDI. Second, the agr=mcDI inetudes the House language on the 
level of inleD.t requind for the imposition of civil monewy p~naltif.S under r'edcra! hetlltb. cart 
proitramS. We strongly request that legitimale disagrec:mei:tlS regarding medical treatment 
decisions, and variations in cod1n& without an intent to fraudlllemly bill for services not be c&use 
fl"\r im£lmi~a the subsWJ.d~l legal penaitieg c:ontcmPlared by the bill. Finally, the agreemt:QI would 
provide for binding advisory opiDiom. which would give. providers the ncccssary guidance as to 
whelher aaticipal.ed factual itming~mL":nr~ violart. the fraud and abuse laws. 

The AMA str0ngly em;owuges Con;me w uphold these critical agrcemenTs whP.n th~ fnrm:tl 
comcrCDC.e convenes. Alterillg the existing laogua1e BI this stage of the debate would seriously 
Jeopardtzc suppon ror ~ Wldc:rlyiDg bill. ' 

We ramin commiaed ro pursuing the pnncipJe.s of iDtremental hWtb Insur~ reform, and we 
urge you r.o prorecc the signi6cam improvcmems that ba\re been made chus far to 'Ch~ fraud and 
abu.se pro~ in H.R. 3103. ' 

Siocerely, 

11-~;J,{) 
P. JohD S~. MD 

@oos 
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Kirk B. Joba.5m. ID 
Cmup Vloc Ptwident 
Health Peli~ ud 
C.~UIJ. Ce\UIMJ 

July 3, 1996 

l\iC!l'VED 
JU\.. s 1996 

Robert Pitotsty 
Chairman 
Fed.en.I Trade Commissioa 
t'etlll!ylvmla Ave. IC 15th $t .• N.W. 
Washiniton. D .C. 20580 

A1m K. Bingaman 
Assistant AttofTley Generll · 
United Smes Department of Justi~ 
OoD.Stimtion Avozsuo cmd Tenth St., N.W. 
Washington. D.C. 20530 

Re: Dr.I.ft ReVisio~ to ·statements of Enforcement Poli~ a.ad 
Ana1mca1 Prjnci'oles Re!arjnv to Health Care and AnritrusX-

Dear Mr. l'ito&ky eel Ma. 1iinpman.: 

'"'Ilwii: you for the oppot'tllnity to ~view me dc~ft revisions to your •statements of 
Enforcemem Policy and Analytical Principles RelatiDg to Health Care and Antitrust• (hereinifter 
the •state.menu .. ). We veey much appreciate the oppommity io review the draft revisions and 
c-..,mmmt 0.11 them prior to dleir ~we io. final form, We also appreciate the courtesy and 
professionalism of your tilmted st2ffs. ,, 

Tb.is letter sets forth our :ommentS on di! drat\ te'<i&iocs. In summary, we were plwed 
wim i;enain aspects of the draft revisions. but we still have inajor coni:erru rh.ar: we bi!lieve nerd 
to be addressed. befor& me Swemen~ will ba ai:cept!d by the profwion. Th.is letter summarizes 
tile ~ects of the draft revision that w.s belleve to b~1 improvemcnu and the~"• that we are still 
concerned about. ii 

A.qiecn of the draft ":visions that the AMA is pleased with are as follows: 

• UerrYQrl:.r WithDur In.suranc~ Risk. Tcere is progress made towards recognition of the le1ality 
of phy~i~ian netWorks where ihc physicians agree upon fees or charges to payers bill do not 
share imUI3Ilce risk {hereinaftl!f •aitemative nc:cwcrks•), As yo\l know, the prev~i.n; belief 
among antitrust attorneys and physicians bas been that the :Fedetal Trade Coi:nmissioa (FI'C) 
and tbe (DOI) co11Sidered !Uch n!tworla ta be P.er se llleial. The dnift revisium wuultl 
allow altomatiTe networks that me certain kinds of fuwlci2l incentives ta control utilization. 
such a.$ bonuses for reducing hospiw days, t0 .qualify for a safety zone. They would also 
al.low altemativie netWOrc that ha.ve suffideat elinical a.mi functional integration to qualify 
fur review under me rule of rwon. We recognize that this is a. step forward in the antitru.St 
analysis of physician and, multiprovidar nt'CWO~. 

i.r 
• Nerwol'lc Sl:t. Enhanced references cu the fact that pctworb substantially l:ugl!rr than those 

qualifying for the safety zones may be legal under a nde of reason analysi&. A5 you know, 
one of Uie most significant problems with the S~emen~ has been their U'lterprewion by 
attorneys and physicians not familiar with the: ~titrust laws. This audience is unfamiliar 
with rule of reason analysis. and prefen the ceiµlncy or the saf11:ry zones. Therefore. they 
iend to believe that netWork.s too large re be in the safety zon~ ari: It too much risk ot bc:ln~ 
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considered Uleg21, even whea. th11 is not the cue: The more definite st:atemenc that networks 
larget tlw:3 cho safdy za.ac limns ;a b= legal is helpful . . ' r. 

• Tt11N:flled RMle of Rea.son. One problcra Um ptlyst,lam baYe e:xperlen.eed in network 
crgmiza:ion is the compluity and upimse of m:rt:itrust review by pri:vate anom~ys for 
n.etWCrkl that are DDl in the safety mnes. The cefereac:c to the trunate.d rule of reason will 
help reduce tbe depth of review uecCSSir)' and reduce its ~e. 

• M•tt411g1r Ut.>d.11. the modifications to the messenger model, including the so called 
•pow« of attcrucy• aDd •&SGumed ACoepuo.co• ~i.3tions will help messenger modcl 
nuwort:s openie ltlOte cffi'icntly. ID addition, cbtification that mcssengu model networks 
can engage in joint negotiatiom ov~ DU11-ft."!ll reb.tal m1111e:r:a will ~bu cuou-ib1ne co etncteru 
operation. 

• Cotrlpe:iri"t!C MGTUrs. lbere b 1 rct.rcn~e in th~ draft revi$ions that networks formed in 
competitive marba for health care delivery and finance are less likely to have an 
aariccrnperitive Ai£Bct than. nerwom {cnnc:d in mark~ that are not competitive. The AMA 
believes tba.c ~mptti:civtnlS& of a market is & ma]o:c factor in whether & new n1tworlc: ~uld 
adversdy &ffcci competition, and it is helpful th~ it.is ~gnizcd in the draft revision. 

• Clal"Vfcarion.s. Tbete are otller clirificatiOns In ihe·ttrart revisions mai ciear up problems of 
wt•tpcemion. ::~. 

We have~ major coa.cetN about the draft guide.Jin~. Our concerns about rhese two issues 
· are sub~tial enough that, U:I spLtt of the proQnS5 rriade ic. the draft zuidetines listed above, we 

believe r.ftar the bulk oi the medic:al profession ..,ill be dis2ppointetl in them. Our concerns ce11ter 
on th~ toue of the section that ducrib• NI• cf rcuon analysis for networks dw do not fall 
within the safety i:.onc::a, ilDd the l'" of .Xpa.asion of tbG :s~~ liini.ts in the s~ty ZODCS or lldoption 
ot a quid look test fer nctWOrb too large:: tub; la lh; Hfe£y "1LlC$. Th=~ ~C5 Mc:: mtica.I w 
the medic.ai pcofession. Each concern ls dascrtbed ~ mre deuil below . 

•• ! 

'· 
Tone. The draft revisioDS statt thac, under a~ of reason analysis. aerworks lhat do not 

sh.are the kinds of substmtial fi~ncial n'k n~ ~ qu2Ufy for 1 U!ety zont m1y h1 lesil 
ucdar a rul1 of reason aaa.lysis if it ichicva effiei~i.K 31sodated witb clinical ~d fucciio.W 
integration. However, the draft rcvislon cmpb.~~Q ~u tho efficieni:ias most likc:Jy w be 
1CUJjuil.cd l>y the FTC aud die DOJ iu tbe evalU11lo~, of DCtWOrb punuut to tho n.lc of r;,uon 
are 'l?lose rhat involve The shinD& of $UO$Wltill fman~ia.l risk. or the use or ath" nnt&n\;111 
in.c:emive:& to control utllluticn. In Ult pa.\t. ttiis has, 'Oee.o illtcrpreted ~ a si al mar be 
very difficult ro persuade the agencies that a n c no ~ume nisurani:c risk would 
bt Ieg3I. We are coix.erned that the draft revisions continue to commu111cate skc::ptkism abOUt the 

. ' 
'· 
;• 
:,; 

!41010 



07126/96 11: 14 OMB AD HP 

JUL-18-'9~ 7,HLJ 10·.15 1~ ~M'' ~EDER~ ~ ~=~ ~-1- - ~~ AFFAIRS TEL N0:202-789-4581 

Robcn Pitofsky 
Anl1 K. Binpm.a.n 
July 3, 1996 
Pue3 

-~ 

~146 P04 

.··-·, ·,. 

m.ui~ aDd !egaliey of alternative ne.tWOt~. AJ Professor Havighurst bas stated, ·A marketplace 
laCkiij bulth plms des~ by p&:ys1c1ms alone {Uld· 12ot by actitnlst ~tborities) c:ould e.uily 
fail to sc:ne cotwJmc.rs well or ca ~ fully reliable, from the swidpoint of a sociecy as a whole. as 
a place far wocking out the difficult crlde"1:1fts wlm ..;uch beJ!tb care neces.sarily abouf'ld~." 
{Havipurst, ClUt C., Are the Antjlrusr Agencies Ovcmcgla&iru: Phvsitjao Netws?rb? Nov. 
1995 ~. p. 21J. 

There is no question. that the mumptioa of imtl1'2DCe nst. mr1 tbe use or Other nnanc1a1 
incentives 1::&1.1. be wowted with reducing c:ostS. How~u. as is disCU$Sai in detail in the wb.ite 
paper tbat we submitted !O you, there is still conaoveny about how to assure rhar r.he use of these 
i.Jlccmtives does not result in the ,.,ithholding of 'neca.&ary we. As a result, tbe:e Is a very 
substantial market fot a.liZWorb tliat de not rely on insu~e risk nr firwu~ial inuntives to control 
utlllllt4.on. a.ad thcce is ev\dcnec mac U.~e kinds oi ~rlcs ~reduce c:°'ts. We U12nt tc be 
sure·Uiai. pnystciw and. otber pmvldcn will lie able to participate ill this nwket ~ co 
experimcm with «he development of d1ls k1JUI of n~rk. 

As we emphasized. in Otll white paper. expertenc~ has sl:lown that when physi~ians an:: 
2-llowed tn uperlmem with nttworb and to learn how to m.&o.aae them, they bave been .successful 
~ spi~ of Us! predic:rions nf 1rpcu. These success~·, havo been achieved primatily by 
iadcpc:n.dcnt. praeti~ or;arautio%1S (IP~) thu ~~ msuranee risk ll opposed t6 alternanv~ 
n"\.works. Il~vcr, i1 wl3 legal ~ lPAs to openie, experimenr. 22in exptritJU:e, duriq the 
p~no4 wheu mey leaiucU how co achieve su~~css.- It ht.s not 'r>Hc. lepl for alteraative networb 
tO opcrm;e. We believe tlUt In c::ompecitiv~ iuukc:ts, pbysici~ allowed to ~periment witl'l 
alWIW.ive nerworks will he able to develo;:i prod.um that are ~iag m purchasers. IlowcYct, 
they need the latitude nec~ary to engage ill this experimeatarton. Therefore. we bad hoped roe .a 
stT'onger commitment to rule of reason analysis than appcucd i.n !he drut revisions. 

Siza I.Jm.its. OJr seeoDCi !ftt or COnO'J'TI is tlm 00 cbarlf!$. \\"tfe made in th~ size limits for 
ftetWOCks ia the sa£ 2.0Dr.s, * our SU tioD or a IC 00 OClll OD the 
mar a power uf lar c nC'(\rt'orks 3iz:c was nor adopttd. Your s 10 1eat surprise rh11t we are 
coa· aboui size limits bCC"aQSC the antitrust :a rm legislilCion that we support In Concress 

-~ 

do~ not address size limits. That \.s die case beausc_we concluded. after lobbying for 
leglsla.dvely sets~ limits ill safety :on~ in priory~. d:aat It w~ too diflkult tD arrive a: 
1~siuar.ively set size threshol~ IDC1 that the issue should be addressad in enforcement poHcle.s. As 
you know, th~ l!iislation rhn we Stlflport calls for the lii:vdgpcnent of guidelines to implerneat it, 
and we =cpected the s~ limit i.ssu1: to be .addressed fo those proc=dinp ia the event of oassage. 
Wo have COMis:catly raisad the issue of i>ize limics in our posirion papers on this issue. in~ll.ldi.nc 
all of our wriacn sub.m.islliolli to the FTC and the DqI. Our praem.a.r:ioo. at the meeting of AMA 
and. FTC staff on Mardi 6, 1996 ..ata,s prinarily devoa:d to dcsc:ribin: examples of pcocompetiriv~ 
IP A:i lbit wer' subsWltially larger cba.n the urety iitQ~e thrcaholds. 

We have ra'8cicf ccric:erns about the size limits for two reasOn~. rim, lhe site limi~ &Le s~t 
at !cw levels. Networks that are cruly n.onexc:l11$ive po'se little threat or anticompeciclve acllvicy. 
We recommend that tha -~afety z:ooc fer nonexclusive necwori:s be increased ro 50~ or any 
specialty in a marksL. a figure that we feel is conservinive for nonexclusive networks a11d' wh.at 

• ~ ; ·, : : t• ' : _._ • \I ' 

~011 
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may be the minimmn size neauary m campeu \lrith many nonphyskian ciireaed plans. Again 
Pmfasor Havighurst would qree with us: ·such nocexculsivity should. in fact, save any 
netWork ( ... hatcvcr its si.z.$) thar: exiscs in a market where lar1e employen and other payers have, 
and exerdle, real opportllllities either to organize their O'llfD necworks ar tO patronize. ~ther 
~isting pllyslc:i.an groups.· Havigllmi, p. 14. , 

We allO ncommeaded mar at •quick look" rest be developed for fee for service nerworks 
thit wnuld qualify for r.he afeey zones but for their .size (M ncommeaded that fee for service 
nei\VorkS Wldl Ccttilli diaraetefi5dcs be iDclUded in die safety zones). The quick look ttst WOUid 
foQ.1& OD oa.e factor, whllbtr the ftet\Vork was so larse that it h!!d an im.perminible &mOQnt of 

market power. The foc:\lS would be Oil market power because every other aspect of the network 
caii bo mWDCd p~mpccitive. siac.a it bas da• ch2ncte:-istics uecnsaty ?O be within .a s;ifety 
zone. We have recommended several criteria for evaluanoe whether the 1:1.awork wo1.1ld have too 
mud\;narlr:et power m Included in SwemeatS. Tb~ arc listed in the June ll, 1996 lotter BJld 
whltl? paper. The criteria would illclude: 

; 

• the ex.teat of managed care penetration in th~ ,market; 

• tht kin4a of managed cue plam tha' are dominan~ in the market; 

• me number ot netWOrJCS organized by mana&ed i;ilic pliin~, iilcluding tho~~ org~i.m:l by 
insurers acting in an adminimativa serYices only capacity and by third parry 
~m~uatc~; · 

·1 •. 

• the number of independent physician ~r-~ de.signed to serve man.a ed c am, and 
the percentage of physicians in e market that p;irtic1['1li• Ill these networks: and 

• the appro:itlma\e pcst•~nL.ilr:r: of physic:ian rcv~C3 4M"ibu=ble to different networks. 

A quick review of chis infonnation would indl=aie wbemet the~ a my cun~.:ra Lha.L oerworkJ 
larier than the sahty z0ne limitS but wlthln th1 lar,c:r limits could exercise market power. · 

We beli~e chat the reference rn the mmcatad rule of reason analysis in the draft n:visicri.s is 
a step forward in ma evaluation of physician and multlprovider networks. Our quick look test 
tccommendiatioo is b~ed on lh~ conc:ept of the ~t:ed rulll! of re.uoft iinalycit, but lg dlf'ferent. 
UDder the truncaed role of reason, the reviewer i! able to c:aregoriu necwora thac do not fall 
wiebin Ul~ safety ZOftC$ u obvlo~ly illepl 1.1r obviously legal duo to tile presenoe of v3l'ious 
faciors thai make a full blown rule of reason analys;is unn~c:ssary. Under our quick look te$t, Ula 
reviewer focuses on a speeifi.c factor, market powsr,;because it is uMecrssary to inquiri: into 
other factors 2iven thar. the netWork has lhe chanctlristics (bui: for size) to fall within a safetY 
zone. There i$ enough that i.\ uncertain about ;unit.nm analysis without exposing unneeesary 
iN\ll!lil i,o d\11 ardently pro~t:rivl!. good f:iiirh and inevJtably SYbjective view of agency staff. 

, .. 
" 

141012 
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Aoocber way rD address the size i.uue would be to ~rporatt c!la coacept of advers~ 
fiD.mcia! Ulmests among b ici&m m I llltwerk that ,-WU devel .w! ement\ and 
t;0mp a.ct ~ts m DOJ c:o111ut ordezs in. U.S v Hcalfb O!glc:e af.Nortbwes 
Myaouri. lDC .• c~; No. 9$-61'71-CVSJ6. ~~S.D.C, W.D. Mo .• lfld U.S, V, Hea!theare 
Pvmon. Ip;., Civil Aaiou No. 39S-CV-01946RNC, U,S.D.C., D. Conn. Ira Chose consent 
ord.sn, it wu recopll:arl mar a cora of physieiam may invac in md orpn.ize a network, and 
ihea wmraa wiih other physiciw to provide. tbe p>zrapbic iDd 1pei;lalcy coveng~ n~sary ro 
be competitive. lbe intetn of me owner pbysiciam whO want the uetwork ta be a fiD&Dcial 
su~ and gain a rmni on their mvemnent are adverse to conttactiag physicians who simply 
ww io bo paid for trcatins pati~!I ~gned tD them by the network. Similarly. whe."' a core of 
p:imaty cue physicians in a necworJc have capitated arrangementS wbich re"'an1 them for 
consc:rvin1 gD. specially md hospital care, their mt=rests :ue advetn to th• i~ecillist physic:ians ill 
the netWl)rk. These adverse intefe5ts make ic less J~y th.bl a large Detwork. W01ill4 aapge m ii. 
price.fixin& compuaey. Tbes~ ctltenl i;uulll \re U1'1l&dcd iD me di3cussio!l o( the Nla of raason 
analysis in tbe dtaft revisiom. ;,i 

hi c:onelusion. the AMA appreciaxes the progress tl!at bas been IDade iu rosolvina ihe 
concerns d:lu we have raised. Howev1r, we feel ~t theta is more progress to be made bef'ore 
lAC prof.aiOD. will be enthusiastic about the draft t!'flsiom. 

. .... ,., ... 

l4J OlJ 
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Sent to ~11 Memb~T~ ~f Co~aress. 
P~epar•d b1 Kristen Morris x408 • 

June 7, 1996 

The Honorable Spencer Ab:aham 
United St.ates Senate 
245 Dirksen Senate Office Building 
Washington. DC 20510 

Dear Senator Abnbam: 

The undersigned medical societies are writing to appr.se you cf our members' strong 
opposition ~&ardmi the extensive fraud and obuse1 provisions conu.ined in HR 3103. 
We are beariDc trom thousands of physicians eaeb day acron the country who are 
oatraged that Ca111rcss would couidsr impoaia1 su~b excessive sanction! against 
phy1ician' maklne: insdvert.ent admin.innlive mistakes. Althou;h we suppon effons 
to curb fraud and abuse in the health care sector, we believe that the provisions cUITently 
conwned in HR 3103 go far beyQnd merely tigh~ing law~ to prosecute wrongdoen;. 
The extensive new health care offenses would dramatiully in,reuse civil monetary 
penalties and threaten physicians who are dedicated to doing what's best for their 
pntientS. 

Since we learned that fraud and abuse provisions would be added to the health insurance 
reform bill. we have repeatedly made our pOsitions kn<iwn to Congress. We are 
concerned, however, that our requested reasonablc':.modifications arc being ignored. 
Accordingly, we: wou.Li lib: to !alee this oppottunity to reemphastze our key reque~lJo for 
revisions to the fraud and abuse provisioas. 

• t..e~itimate disagre~m•nt.s regmrling mecli~l treatment decisions. and variations in 
coding without an iruent to fraudulendy bill for services, should not be cause for 
imposing legal penalties (~wly s~e inappropria.te pilymcnu arc wrc:ady :···· 
recouped by the government.) A detenninatioh of whether stl'Vi"8 are "medically 
necessary'" is by namre a subjective judgment and must be made by a professional. 
Urtless there is • a~cific intent io defraud the system. tbe lf'.gRI !)'Item should not 
bave tbe right to question wbat a pllysic:iaa believes to bt medically necessaiy. 
UkeWise. coding of health wue services tor Medicare billing on.en is ~ubjc'-'ti ~e. A 
physi~im may have to choose betwem SCVf:ral code5 to describe a procedure. Such 
ilmocenl codia1 decisions could trigger huge civil monetary penalties if later 
determined to be inappropriate. We urge fou to drop prgyisions wbisb apply 
peru&lties for medical necessjty oc upsodjp~. ., 

• We: ~trnngly en1:nun1.ge you to •dd the word ''willfullv" to the Det\' federal health 
care offenses (House sections 242 - Healrb CC:are Fraud and 244 - False 
Statements). Thii::;c criminal provisiom woul? 1;rcato acw law, mul it n important th.a.t 

; 
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this new law fiOt be ambiguous. We request that the House recc;de to the Swte 
laniJIQe'' wbish ermm;s that offenders whoJntcntionally hmek the law are puniJhcd.. 
but those wjth no intent to do wron& are not treated as gjmipala. It is unconscionable 
tlW. phyiii1..ia1N could be subjected to crimin.11.l :wictiom for uninu:ntional coding 

·' 
errors. 

'\ / 

• We agree t.~ civil monetary penalties (CMPs) can he appropriate to deter fraudulent 
behavior. We strongly bcli~ve, however, tbat\Bn individual should be able to know 
that his or her conduct is prohibited, and that the penalties shoUlG be·commensurate 
with the offense committed. Toward this end:fwe support the Bouse provision 
whicll would establilh. a "knowledge" standard for CMP1. In addition, we 
support tying th• amount of tlac penalty io the amuunt of th&! inappropriate 
claim to avoid UDDee~s•rily md anreasooably ueasive rwa. Without these two 
saf~. physicians may find themselv~ !;Ubject to enormous and disproportionate 
~ltie~ for activities they did not know were prohibited. 

• la any fraud apd abuse prop-am, pbysicbJas And other providers should be abl~ 
tG obtain bi11din1 written advisory ophalom, from the appropriate enforcenient 

· agcnc:ln u tu whittbu aatic:ipated conductviolat.t tb• law. Advisory opinions 
that apprise the medical comJD.unity of which;.factual circumstances are illegal would 
allow enforcement agencies to fight fraud and abuse, but wouJd reduce the Wlintonded 
cbilli.ng of activities that do not violate the law. We thmfnre );ltie you tg 19s;ept tbe 
House pmyjsiom prpyidjng fQS advisory o.pinions. · 

! 

• Doth the I Iomc mad Scz:aatc bills coin.a.in fmud and obuse provisions tha.t wo,.ild ma.k.e 
changes in the existing Medicare lut:grity Program. These provisions would mandate 
the use of new commercial softwaR tcchnolopes. Our concern ts tbat tbc c:ontent 
of the1e new commercial products would dot be dilclused based on the claim that 
su~b informatiqn should be private, thereby creating "black box" review 
screens. At 11 time when pnticnts are demanwng more information on benefit 
coverage, it is wrong to permit such closed, ~black box" edm. We ume YOU to amend 
these provisions lp reflect the public nature d(the Medicare pmpm ud allow for the 
"'1PDUlri"O reyiew pfcbtse sgnuperc:ial pmdu'cts 

t 
To effectively combat fraud. the laws mUSl be billanced and clear sc tbat the real 
wrongdoers are brought to justice. But it is beyond reason to trnt physicians as if they 
are worse than violent criminals. Innocent physidam and health care providers should 
not be put injoil or subjected to excessive fine; for unintended mistakes while u-yina to 

decipher compln administrative rules or reauJati.ons. 

As you move to finaliu the conference ret'Ort to'iHR. 3103. we urge you to consider 
seriously the cancems raised above. ;.:, 

Sincerely, 

141016 
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.i\lllkl Staie Medical ~iation 
.American Academy of Allt"IY Allbma and Immanology 
American Academy of Cbild and Adolescat Psychiatry 

Am.em.a Academy of DermatoJol)' 
America a Academy of Facial Plutie and Reeoastnctive Sllrgery 

.Ameri~u Ae11dfmy of1='1mily Phfllician11 
American Academy ofBematoJocy 
Am.cricaa Aaade111y of Neurology 

American Academy of Opbtbalmology 
Auacd1.au Academy ot 0.-tbopaedic Surpoua 

Amerlca11 Academy of Otolary11eolo0 ·Head aad Neck Surcery 
American Academy of :ram Mediciae 

America• Academy of Pediatrics 
Amtl'tcall Academy of Physical Medidne and Rebabilluflon 

American A.uociatioll or Cliuical Endocr1Doloebll 
AmeriUll Alsociatioa ofClb.ial Urologists 

I 
American Allocfatlo11 ofNeurolQ11cal Siarteon1 

Americ:an Association 0CP1i1dc S1111eons • Ameriean CoDep ofCardiDl011 
American Colllge ofEm.efl~C)' Pbyl1alaa1 

American College ofN•dear Pb;pk:laas 
American Collep or Obstetrtelau and Gyaecalogists 

Americ:aD CoUqe ofOccupatlGDIJ IDG EDYlrOD.meaal MedlClne 
Amvklll CoUeae Of Osteapadlle surseoa• 

J.mmua c.oJ1eie orl'layslciaa1 
Ameriaa ColJese of Rheum•tolol)' 

Aaacrie1111 Collqe of ~Ul"IC081. 
American Graap Praca!e As&odation 

Amerk:H Meclical Ahocbtion 
.A.merinin Mtdle.l Dll'fftin AuoclatiDn 

· Ameri~D Ortbopatdic Jl'ooc ~ad A•kle Soelety 
Amerioaa 0.tDOpathic ·~iation 
AmerteaD Pl)'Clalarrlc ~iatioa 

A.mcrjQJI Socia&)' r"r Del'llUltologlc S111"1•1'Y 
AmeriClll Society for Gutrolltesnaal F.edoscopy 

American SOeiety for .KeproductiYe Medidae 
AmtritaD. Socie1y of 4bclom.iaal SUl'geon.s 

Americaa Society of An~tb•iologilll 
American Society of Cai.net a.ld Rafnme S11rgery 

AJDtricam Socirty ofCuDic:al Onco5oa 
Amerian Soci2ty of ClinieaJ PadlolOliJU 

.American Socilt)' af BematoJOI)' 
A.merie.11 ~f.ty of Jatetna.1 MtdlciH 

'i· 
American Society of Ma:lilloracial Surgeons 

.Amcrica11 Soci~ty of Plaatk and ~eamtrudm Surgeons 
American Urvlopgl ~ociadon 

Arkanau Medql S~\:'1 
Collqe or Amtricaa Pa~oloeiats 

Colorado Medical Soclery 
Coagreu ofNeurotocieal S11r&eoD1 
COl:lDectkut State Mc:dic:al Socltl)' 

Florida Medical AAocl.atioD 
,~, 
:·I 
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Grater Albaquerque Medi.ell Association 
Hawaii Medical AaoCiacioD 
ldabo Medial AlloeiatioD 

llllDoll State Medical Soclacy 
ladlau State Medical AlsodlUou 

. Iowa Medial~ 
Kauaa Medial Society 

Kcatackf Medal .Msociatioa 

Mame Medic:al ~a.tio11 
MNMclnucaa Mea1C.1 SadelJ 

MedkaJ nd Clalral'lbl Faculty ofMarylaDd 
Medical Allocialiu11 C)f Gtorlla 

Medial A 110ciatloa or tile Seate of Alabama 
MedJcal Group Muacemnt .Auociatio11 
. Medial SocierY or Delaware 

Medal Society of New JaR)' 
M-'ir.al S6e1etJ ordle State of New Yerk 

Mtdical Soclecy or·Vtrpnm 
MJcbipu Seate Medibl Society 
Mlllaesota Medical AllOCiatioa 

M1ubsipp1 scare Medical 1as1oe1a11on 

Mluoari State ~:Anoclation 
Mmltaaa Medal Alaocadoa. 
Ntbrulm Mldical A'flomlioD 

New lloqllldrl M.adi'8.I Soci9ty 
N19 Memo Med~I Society 

Nortla Cal"Dliq Mdal Society 
North Dakala Mldlcal;Auodatlon 

O•lo State Medical .b.ociatioa 
Okla•o~ State NecUaal 4nodatloa 

Oncoa Mldlml Aaociatlon 
1'111..,,-1"-nla Medi~I Sodet)' 
Real Physidaaa ~ociltloD 
Rb.ode blaad Mellbl SIKilty 

Soctetr of CanliovaKDlar a.ad ~tervmdoul RadlotoaY 
Socl9fy or Nuc:IRr~Medlcbae 
Societ)' DfTllol'HU,1~1rceom 

So11t11 C.reliaa Malial A.llOdatio11 
South hbta State Medial Soddy 
Statt Mcd.kal Society ofWlacomin. 

TeDDaaee Medical ~unciatlon 
Tau Medical ~Wion 

US aad Caaadiaa Ati:edaiD7 or Patilalaaf 
Walnut Hill OBIG)'D~.A.ssndatcs 

Dtall Mcdic:al /t.alOCiariDa 
Vennogt Stile Medal Society 

WUblDglGD SC.IC Med~ Auuit:iaUuu 
WtH Vlrpi.ia Slate Medipal AssotilCioD 

Womcn'a Auoclatloo for Ubltetrics and Gyaeeology 
Wy0111ia1 Medical,Society 

~! 
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' 

141018 
l:U~1 P05 



07/11/96 16:57 '5"202 514 9149 

Office of the Ali~istant Attorney General 

DOJ OLA 

U.S. Department of Justice 

Office of Legislative Affairs 

Hl:zshingron, D.C 20530 

FAX COVER SHEET 

DATE: 7} II )q Le 

TO: -SxN~,E~R- K\_:.£\~ 

PHONE NO. ~ 5 l.,- d5 '19 

FAX NO. '-\Sle, et55'1<2; 

FROM: JAMES CASTELLO 

PHONE NO. --=-30=5,_,·0=0"'-91,___ _____ _ 

FAX NO. --=-5_,_14'--'·9"""""'"1-""'49"---------

NO. OF PAGES: 5 (EXCLUDING COVER) 

141001/006 

5:>f.Pl.\--C'f ~'\'WR ~f._'j "\>L\..W7 g,i: D :It\ 'D ffioQ §1\"1'.) <? ~'"\" I Ht. 

f\T-r o R ~f.. '{ Q..z: N zA-'2r L
1 s QQ~s _., ·f'\\.F-, J", "'G-: L:r HS ~G-



07111/96 16:57 '6'202 514 9149 DOJ OLA 

STATEMENT OF DEPUTY ATTORNEY GENERAL GORELICK 
ADVISORY OPINIONS AND 

HEALTII CARE FRAUD LEGISLATION 
July 11, 1996 

Good morning. 

l4l 0021006 

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 morning, I want to take a minute to 

raise a very serious concern about the House version of that legislation -- one that has not 

received very much attention and certainly far less attention 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 Inspector General 

issue advisory opinions concerning what constitutes a crime under the Medicare anti-kickback 

statute. 

It is a crime to pay someone for referring he.a.Ith 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 evidenee that is gathered through an independent 

investigation, not on information provided by a potential defendant. 

Now our concern 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 HHS IG alre.ady 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 burden. Our 

prosecutions are directed at those who intentionally lie, or file false claims, or steal money from 

he.a.Ith 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 
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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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(@ffice of tqr .!ttornrt! ~rncral 
]l!Jas~ingtan. 'ID. <!J.. 205.30 

The Honorable Newt Gingrich 
Speaker of the House of 

Representatives 
Washington, D. C. 20515 

Dear Mr. Speaker: 

June 8, 1996 

.. 

141005/006 

This is to advise you that although the Department 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 urge 
you to adopt the provision in the Senate bill that authorizes an 
investigative demand provision in both civil 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 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 serve only 
to generate countless complexities in our health care fraud 
prosecutions. Indeed, it may be used by wrong·doers as a shield 
for fraudulent ~ctivities 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 collar crime laws. Under currenc law, the HHS JG 



•· 
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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 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 order to recover those 
losses where criminal prosecution is not appropriate. The 
investigative demand provision should be available in civil as 
well as criminal investigations. 

141006/006 

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 
l@gislation and providing a complete authorized investigative 
demand. 

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

cc: The Honorable Richard Gephardt 
Minority Leader 
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<@ffue of tl1e .!ttorne'-! ~eneral 
Bas ~ington.1B. <!I. 20530 

The Honorable Newt Gingrich 
Speaker of the House of 

Representatives 
Washington, D. c. 20515 

Dear Mr. Speaker: 

" 

June a, 1996 

. 

Iii 002/003 

This is to advise you that although the Department 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 urge 
you to adopt the provision in the Senate bill that authorizes an 
investigative demand provision in both civil 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.*iolate 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 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 serve 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 stacuce than 
other 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 urgP­
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 other 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 investigations. 

iai 003/003 

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

cc: The Honorable Richard Gephardt 
Minority Leader 
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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 lmunnce portable and 

ending coverage ~wions due to preexisdng medical conditions. 

Congress is also considering ways to end 
the di5cr1mination in health care by 
pro"iding a greater nmge of treabncnt 
!.:hoices for paticnb tluough Medical Savings 
Accounts and enhanced coverage of mental 
illness. 

The nation-and our patients-- need. 
these refonns. 

HOWEYER. .. some propomls in the 
House and Senate go too far. De5pite 
months of neotiation.li, legislation is no-· 
beini: considered that eould put youl" 
doctor in jail 01" e:uct grossly excessive fines for 
unintended paperwork mistakes. These new fraud and abwe 
la,.,·s will ser basic principle5 of due process bade a century. 

~ed.icine agrees that fr:aud and abuse is a serious problem. 
If doctors willfully and lmowingly violate our nation· s laws. 
they should be punished. But honest murakes should not 
make phy•icians.-ir any other citi%eno--<:and.idates for 
incorcention . 

. .tunerica needs health lnsuran~ reform ... but not 
unf.Ur 6..,, that will put innocent doctors in jail. 

Call the A.\IA's Grauroot.s Hotline at 
l-800-53J.fi35..I ro obtain more information obm.i 
jomfog the campaign tD 1trll:1 ~se onn-ous provisions 
from t~ low. 

American Medical Association 
Plo9lcians dodicated to Ille bn.11!1 ~ AmeMI 

• 
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June 7, 1996 

The Honorable Spencer Abraham 
United States Senate 
245 Dirksen Senate Office Building 
Washington. DC 205 I 0 

Dear Senator Abraham: 

Sent to all Members of Congress. 
Prepared by Kriscen Morr1s x408. 

The undersigned medical societies are writing to apprise you of our members• strong 
opposidon regarding the exrensive fraud and abuse provisions contained in HR 3103. 
We are bearing from tbousandJI of physicians each day across the country who are 
outraged tbat Congress would conslder lmpoalng sueh exeeuive sanetions against 
physician. 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 beyond merely tightening laws to prosecute wrongdoers. 
The e~ive new health care offenses would dramatically increase civil monetary 
penalties and threaten physicians who are dedicated to doing what's best for their 
patients. 

Since we learned that fraud and abuse provisions would be added to the health insurance 
refonn bill, we have repeatedly made our positions known to Congress. We are 
concerned, however, that our requested reasonable modifications are being ignored. 
Accordingly, we would like to take this opportunity to reemphasize our key requests for 
revisions ro 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 
necessmy" is by nature a subjective jud&ment and must be made by a professional. 
Unless mere is a specific intent to defraud the system, the legal system should not 
have the right to queation what a physician believes to be medically necessary. 
Likewise. coding of health care services for Mcdicaic billing often is subjective. A 
physician may have to choose between several codes to describe a procedure. Such 
innocent c:oding decisions could trigger huge civil monetary penalttes lf later 
determined to be inappropriate. We uric you to drop pmyjsjons which ftPply 
ps:palties for medical necessity or upcodinK. 

• We strongly encourage you to add the word "willfully"' to the new federal health 
care offenses (House sections l4l - Health Care Fraud and 244 - False 
Statements). The!e criminal provisions would create new law. and it is important that 
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this new law not be ambiguous. We reguest that the House recede to the Senate 
Jaoi~~m1~e whicb ensures that offenders who intentiQ,Dally breal\ the law are punish~ 
but those with po intent to do WIOQi are pot treated as criminals It is unconscionable 
that physicians could be subjected to criminal sanctions for unintentional coding 
errors. 

• 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 prohibi~ and that the penalties should be commensurate 
with the offense committed. Toward this end. we s~pport 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 unneceaarily and unreasonably excessive fines. Without these two 
safeguards. physicians may find themselves subject to enormous and disproportionate 
penalties for activitie$ they did not know were prohibited. 

• In any fraud and abuse prouam. physicians and other providers should be able 
to obtain binding written advisory opinions from the appropriate enforcement 
agencies as to whether antidpated conduct violates the law. Advisory opinions 
that apprise the medical community of which factual circumstances arc illegal would 
allow enforcement agencies to fight ftaud and abuse. but would reduce the unintended 
chilling of activities that do not violate the law. We therefore Piie you to accept the 
House provisjons proyidjna for adyisory opinions. 

• 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 tcclmologies. Our concern Is that the content 
of these new commercial products would not be disclosed based on the claim that 
5uch lnformadon should be private, thereby creating "black hos:" review 
screens. At a time when patients me demanding more infonnation on benefit 
coverage, it is wrong to permit such closed, "black box" ediu. We w;ae you to amend 
these provisions to reflect the public nature of the Medicare proem,m and allow for the 
QRPmpriate review of these commercial groducts. 

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 concerns raised above. 

Sincerely, 
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Alaska State Medical Aaaociation 
American Academy of Allergy A9thma and lmmuaolo11 
American Academy of CbUd and Adolaceat P.ycbiatry 

American Academy of Dermatology 
American Academy of Facial Plastic aad Recoastnactive Surgery 

American Academy of Family Pbyaiciaas 
American Academy of Hematology 
American Academy of Nearoloa 

American Academy of OphdaalmoloSY 
American Academy of Orthopaedic Surgeons 

American A~delDY of Otolaryagology- Head and Neck Surgery 
American Academy of Pala Medicine 

America• Academy of Pediatrics 
Amerkan Academy of Pb)'llcal Medlclae aad RebabUtratlon 

American Auociatioa of Clinical Eodocriaologists 
American Association of Clbiical Urologists 

Americaa Auoc:iatioa of NearoloSical Sargeom 
American A5sociation of Plastic Surgeoas 

Amerlun College of Cardiology 
American Collqe of Emerseacy Ph)'liclaDS 

American Collqc ofNadellr Pbysiciam 
American College of Obstetricians and Gyoeeologisb 

Amerleaa Collese of Oeeupatlonal aad Environmental Medklae 
American Coll•• of Osteopathic Sal'leoDS 

American Collea• of Pbyalclau 
American College of Rheumatology 

Amerlean CoJJese or Sarseoa1 
American Group Practice Auoelation 

American Medleal Aasodatloa 
American Medical Dineton ~iatlon 

American Ortbopaedle Foot and Ankle Society 
American Osteopathic Auociatlon 
American Paycblatrtc AllOclatloa 

American Society for Dermatoloelc Suracry 
American Society for Gutroiateatbaal Endoscopy 

American Society for Reproductive Medicine 
American Society or Abdominal Surgeoaa 

American Society or Anesdacsiolopts 
American Society of Cataract and Refractive S11rcery 

American Soc:lety of Cllnlcal Oncology 
American Society of Clialcal Palbologista 

Americaa Society of Hematology 
American Society of hatemal Mediciae 

American Society of Muillofacial Su"leoas 
American Sodety of Pla1dc and Recomtructivc Surgeons 

American Urolopcal AllOCladon 
Arkaasu Medical Society 

Colle1e ot American Padaolo1ists 
Colorado Medkal Society 

Con1rcsa of Neuroiopcal Sargeom 
Connecticut State Medical Society 

Florida Medical Auociatioo 
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Greater Albuquerque Medical Association 
Haw.ii Medical Aaocialion 
Idaho Medal Auoc:iatioa 

llliaob State Medical Society 
Iadiaaa State Medical AAociation 

Iowa Medical Society 
Ka ..... Medical Society 

Keatucky Medical Assodatioa 
MalDe Medical Auociatioa 

Mauacbu..U. Medical Society 
Medical aad Chlrargkal Faculty of Maryland 

Medical A.aociaUon or Gcorpa 
Medical Aaodatio11 oftbe State or Alabama 

Medkal Group Maaapmaat Association 
Medical Society of Delaware 

Medical Society of New Jeney 
Medical Society otthe Stale of New York 

Medical Sodecy of Virginia 
MlcbJpn Stale Malical Society 
Mlaaaota Medical AllOCiation 

Mlululppl State Medical Association 
Mlaonrl Stale Mcdkal Aaociation 

Montana Medical AUocladon 
Nebruka Medical AuodlltloD 

New Hampshire Medical SCM:iety 
New Memo Medical Sodety 

Nortb Carolina Medical Society 
Nortla Dakota Medical AssociatioD 

Obio State Malk:al Association 
Oklahoma State Medical Auoc:latto11 

Onco11 Medical Auoc:iation 
Pennsylvania Medical Sodety 
Reul Physlcla111 Association 
Rhode Island Medical Society 

Society of Cardiovascular and l11tcne11tloaal Radio.logy 
Society of Nnelear MedlelDe 
Society of Thoracic Surgeom 

South C•rollaa Medical Association 
South Dakota State Media.I Society 
State Medical Society of W1"onsln 

Tennessee Medical Alsociatioa 
Tcsaa Medical Auocladoa 

US and Caaadiaa Academy of Pathology 
Walaat HW OBIGyn Auoc:iates 

Utah Medical AS&ociallon 
Vermont State Medical Society 

Washington State Medical Alsociation 
West Vlrpaia State Medical Association 

Womea 11 Association for Olntetrics and GynecololY 
Wyoming Medical Society 

f*042 P06 



TO:MARILYN YAGER 
JUN-14-'96 FRI 13:37 ID:AMA-FEDERAL AFFAIRS TEL N0:202-789-4581 

AMEND:MENT URGENTLY NEEDED TO PERFECT 
FRAUD AND ABUSE LANGUAGE IN H.R. 3103 

l:f042 P07 

Status: Both the House and Senate have passed incremental health insurance reform 
bills that dramatically jncrease fraud and abuse enforcement authority. Physicians may 
face criminal prosecution and exorbitant fines. unless the [raud and abuse provisions are 
modified to speclftcally derme the level of intent and precise conduct that Is prohibited. 

Problem: The proposed House blll would subject physicians to criminal prosecution and 
fine., for conduct which they are not aware is illegal. 

With today's health care marketplace constantly changing, there are financial arrangements 
which may nor be black and white. That is why it is critical that fraud and abuse legislation 
be carefully crafted to avoid punishing unintentional acts by physicians. 

1. NEW FEQERAL FRAUD AND FALSE STATEMENT PROVISIONS MUST 
CONTAIN THE TERM "WU,LFULLY" 

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" intenl. However. 
che House health insurance refonn 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 prnsecuted 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 inadvenent or accidental conduct is not 
deemed criminal. The "willful" requirement imposes criminal liability upon one who: {I) 
knows of a legal duty; and (2) intentionally violates that duty. 

The "knowing" requirement, on the other hand, imposes criminal liability on one who 
intencionally engages in the proscribed conduct whether or nor he knows that act is against 
che law. 

The term "willful" is necessary 10 separate conduct that is so inherently bad that a person 
would not engage in the behavior for innocent reasons, from conduct that is inadvenent 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 nor be disclosed based 
on the dubious claim that such infonnation should be private. 

A 1989 lnstirute of Medicine repon entitled "CoDD'olling Costs and Changing Patienc Care? I 
The Role of Utilization Management" recognized that the making clinical criteria and 
srandards open to the public outweighed any privacy concerns. 

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

"Black box" review screens. panicularly in the Medicare program. often 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 permiued. 

3. BINDING ADVISORY OPINIONS SHOULD BE REOUIRED TO PROYIDE 
GUIDANCE 

In any fraud and abuse system. physicians should be able to obtain binding written advisory 
opinions from the appropriate enforcement agencies as to whether or not anticipated conduct 
violates the law. Advisory opinions would allow enforcement agencies to fight fraud and 
abuse but would reduce the unintended chilling of activities that do not amount to a 
prohibited heallh care offense. 

4. CIVIL MONETARY PENALTIES SHOULD BE COMMENSURATE WITH 
THE OFFENSE COMMfITED 

The AMA supports civil monetary penalties to deter fraudulent behavior. We would request, 
however. that the penalties be commensurate with the offense corrunined. and that the 
language require the individual to know that his or her conclucr 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. 

5. FRAUD AND ABUSE ACCQUNT SHOULD ·BE ABOLISHED 

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 collecr.ed from law enforcemeru activities would create an. inappropriate 
bounty system. Such a system would provide unlawful incentives that would impair the 
objective implementation of the program. 

~ DATA CQIJ¥CIION PRQGRAM SHOULD PROTECT PATIENT PRIVACY 

Although agencies need access to information regarding those who engage in fraud and 
abuse, we believe that at this time crc:ating a national data collection program is not the best 
use of limited enforcement dollars. Maintaining security over cbe infonnation 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 panicularly 
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 pans of the same service (unbundling). Most physicians use a 
coding system. called CPT. to 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 che complexity of medical practice, che 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 pa.n of the application 
of physician billing codes in many circumstances. (It is wonh noting that the AMA consults 
regularly with health care fraud enforcement agencies to 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 cooing. Retaining the "knowing and 
willful" standard is critical in distinguishing between intentional misconduct and honest 
mistakes. Given the complex envirorunenr in which physicians musr 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, physiciam or anyone else who use an 
improper code knowine that it is inappro.priate 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: 

l. A conunon laboratory test is CPT code 84479, Triiodochyronine (T-3). resin uptake 
merhod. The T-3 tesr can also be performed using another method. Chemiluminescent assay. 
Because this assay can be used for ocher 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 element 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 ann, layers of skin must be removed and 
chen 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 separate 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: 

l . Medical Necessity. Physicians arc often reviewed to assure that the CiµC 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 thac physicians know that the care they are providing is unnecessacy. 

2. Referral. Physicians are often asked to attest that a patient is in need of a panicular 
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. Admittedly, 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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Richard A. Deem 
Director 
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James Costello 

1101 Vennont Avenue, NW 202 789-7400 
Washington, DC 20005 202 789-7485 Fax 

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. 

Since ely, 

Attachments 
cc: Nancy-Ann Min 

Marilyn Yager~1 
Chris Jennings 
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MEMORANDUM 

SENATE FINANCE COMMITTEE 
The Honorable William V. Roth, Jr., Chair 

SIDLEY & AUSTIN 
Jack R. Bierig 
David B. Toscano 

Intent Requirement in Fraud and Abuse Provisions of 
Proposed Health Insurance Reform Legislation 

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 nknowingly" 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. 1 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, ~. United States v. Miranda-Enriguez, 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 
depo~its -- 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· ·1arge 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, .§.....9..._, United States v. Hopkins, 53 F.3d 533, 539 (2d 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 comm.it 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. ") . 2 

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, "[j]udges 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) 

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); 
see United States v. Murdock, 290 U.S. 389, 394 (1933); United 
States v. Bishop, 412 U.S. 346, 360 (1973) (" [T]he 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) . 
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("' [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) (" [T]he 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. 3 See, 
~. United States v. Bailey, 444 U.S. 394, 405 (1980) ("In a 
general sense, ... 'knowledge' corresponds loosely with the 
concept of general intent."). 

In United 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, ~. 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 

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 isL_ 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. S.§.§. 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, ~, 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, ~, 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 resenred 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 
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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 Reguirement 

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 terin "willfully". 
may be construed differently depending on its context, a more 
certain approach would be to include the phrase "knowingly and 
willfully." Another alternative would be to define "knowingly" 
as follows: 

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

(a) is 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. 
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Attachment 

FEDERAL CRIMINAL STATCJTES WITH 
•KNOWINGLY AND WILLFULLY• REQUIREMENT 

The following statutes appear in Title 18 of the United States 
Code: 

§288 (false claims for postal losses) 

§289 (false claims for pensions) 

§545 (smuggling) 

§550 (false claims for refund of customs duties) 

§798 (disclosure of classified information) 

§871 (threats against the President) 

§878 (threats against and extortion of foreign officials) 

§879 (threats against former Presidents) 

§954 (false statements influencing foreign government) 

§957 (possession of property in aid of foreign government) 

§1001 (false statements to federal agencies) 

§1115 (owner's liability for neglect of ship officers) 

§1165 (hunting, trapping, or fishing on Indian land) 

§1366 (destruction of an energy facility) 

§1501 (assault on process server) 

§1502 (resistance to extradition agent) 

§1508 (recording jury deliberations) 

§1541 (issuance of passport to person not owing allegiance) 

§1542 (false statement in application for passport) 

§1543 (use of forged passport) 

§1544 (misuse of passport) 

§1584 (involuntary servitude) 
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§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 ta.ken 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. 3 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 

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 o . The conduct is not * >t-
immunized or Accordingly, these alerts cannot be relied upon without 
~ the underlying conduct may still constihJte a violation of the law - even if the enforcement 
ag_e__ncy is disinclined to enforce the law in certain circumstances. This will become an increasing 
problem if, 3:5 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 HeaJthcorp, Inc., No. 3-94-0515 (M.:C. Tenn., January 5, 1996). 
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referring 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 perfonn the task and already had a relationsrup 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 patients 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. 5 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. 
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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 realities 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. a 

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 alter·the fundamental dilemma . 

• 
• ~ 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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ID-IS has repeatedly declined to provide advice in advance on specific proposaJs. 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 oflaw. 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 without the authorization or 

approval of federal enforcement officials to enforce the provisions. of the antikickback law. This . . . . . . . ,\ ' .. : : . . . ~ . 

allows the pursuit of a suit for civil liability.:without ~~ r~g ~uence of a govenunental 

official's exercise of prosecutorial discretion. Thus, _in United St'!tes ex rel Pogue v. American 

Healthcorp, Inc., 10 a United States Disttji;t Judge allowed a disgruntled fonner employee to sue .. .: . . " 

on behalf of the federal government to enforce the antikickback provisions. 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 the 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 bringing 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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services and resources but with insufficient utilization and accompanying doubts about the quality 

of care. 

:Millions of Americans are now enrolled in HM::Os, 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 efficiencies have emerged in response to competition and 

prudent purchasing practices. Clinical uncertainty exists. Procedure rates vary enormously for no 

apparent reason. It has been demonstrated that incentives matter. DRGs have shifted behavior. 

Lengths of hospital stay are down. less costly outpatient services are up. 

In this new and evolving market - and as Medicare risk-contracting is receiving greater 

attention -, the Greber-type fraud and abuse law is an overreaching anachronism. There is no 

accommodation for-capitation or other provider-at-risk arrangements, in which the risk of over-

utilization is minimal. The law does not provide for the consideration of the economic benefit 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 arty 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 govenunent. 

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 HNf O or PPO arrangement operating in good faith. This "trust me" 
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Summary 

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. However,· times have changed, but the statute has not The statute 

inhibits many efficiency-enhancing arrangements as well as the fonnatfon 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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inferior levels of quality. Rather, this type of "fraud and abuse" violation stems purely from a 

motivation -- an intent (among many others) to induce future referrals, a concern about 
t 

developing a 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 antik.ickback provision was designed to deal with the problems of overutilization in 

Medicare and Medicaid and overall containment of costs in those programs. I 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 ruch a cost-based, fee-for-service 

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

1 Other objectives sometimes ascribed to the anti.kickback 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 Next?, 7 
EXE~ ORGANIZATION TAX REVIEW 419, 420 (March 1993). These would surely seem to be 
subordinate goals of the anti.kickback ban and should not be viewed as independent objectives of 
the fra~d and abuse Ifw. 
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April 21, 1994 

The Honorable Fortney Pete Stark 
United States House cf Representatives 
239 Cannon House Office Building 
Washington, O.C. 20510' 

Dear Chairman Stark: 

C.OMP.2/&N 
WAYS AHD MW\HS 

SUICOlillllllTTUS: 

~Dl 

SiUCT AlllEJIVI Mf.'5UllU 

As you are aware, on March 11, 1994, I 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 health 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 to ferret out and reduce fraud and abuse in· the Medicare and 
Medicaid programs and have saved the government billions of dollars. I 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, i 994, •the Canti-kJckback] statute is broad and encompasses many arrangements 
between health care providers, many of which may not be abusive.· This breadth and 
lack of clarity has long created confusion and uncertainty for health care providers 
working to develop innovative, lawful arrangements for the delivery of health 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 
otl'\er health car• blll1 pending in Gongress. 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"'. 
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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. I firmly believe Congress has an 
obligation to ensure a process that will provide clarity and certainty. 

The Inspector General has voiced opposition to advisory opinions. crtrng 
utili2atlon of enormous resources, impracticalitY, and harmful effects on future 
prosecutions. I believe that the advisory opiniori 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 requesters 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 en_forcement 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 a 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 WOULD GIVE PROVIDERS MORE GUIDANCE 
THAN IS CURRENn Y 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 
complex relationships 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 Harbor 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 
violati'lo of the l•w. Further, they have been designed merely to raise issues which 
the Department believes ma:t 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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thei~ propose.d 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 enforcement by prosec:utlon. 

THE ADVISORY OPINION PROCESS WILL BE SELF FUNDING 

Although the process of issuing advisory opinions will be resource intensive, the 
user1 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. I 
anticipate the users fee will be substantial, potentially in the $5,000 to $10,000 
range. Moreover, the i;:iublicaticn 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 OPlNlON 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-klckb~ck 
provisions, the providers intent not withstanding. As was pointed out by the 
Inspector General, the Medicare and Medicaid Patient and Program Protection Act of 
1987 requires the Oepartmentto set forth specific payment practices which, although 
potentially capable of Inducing referral of Medicare or Medicai.d business, would be 
immunized from criminal or civil prosecution. The Department1s Safe Harbor 
Regulations outline ·the requirements t~at 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 a transaction, as described by the 
provider, would be violative of the anti-kickback provisions. A finding with respect 
to the Provider's intent is neither requested nor reQuired. 

Moreover, H.R. 4028 also mandates the issuance of advisory opinions with 
respect to the self-referral provisions of the Social 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, complete and accurate presentation of all relevant 
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Tha Department of Justice currently provides pre-clearance or advisory opinions 
on conduct that falls within the reach of criminal. statutes. The Criminal Division'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 
panies to submit descriptions of intended conduct to the Department of Justice and 
to obtain a determination of whethe~ 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 Irrespective of whether an advisory opinion is obtained, the 
Department .of Justice has the burden of proving, b~yond a reasonable doubt, that 
elements of a transaction violate the anti-kiclcback statute. An advisory opinion 
would establish the boundaries of permissible a~tivities, 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 only 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 criminal prosecution.1 

1 The Inspector General cites United States v. Levin. 973 F. 2nd 463 (6th Cir. 
1992) for the proposition that providers who have not requested opinions will be able 
to rely upon issued opinions in a criminal prosecution. Providers may be entitled to 
rely upon the statements of policy provided in opinions as an element cf 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 b·e able to rely upon the Department's consjstent 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 
~prosecution Involved a fact pattern in which the Department apparently issued 
conflicting guidance overtime. H.R. 4028 is intended to avoid such inconsistencies 
and potential misinterpretations. 
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In addition, advisory cp1n1ons will not act as a absolute limit upon the 
prosecutorial discretion of the Department. The Cepartment 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 opinion 
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 I introduced and continue to fully support H.R. 4028 and urge you 
to support the bill as well. 

cc: June Gibbs Brown 
Inspector General 

Slncerelv, 

~-
Peter Hoagland 


