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I. INTRODUCTION

Whether a health care fraud prosecution or defense will prevail depends in large part on the
regulatory  system within  which  the  suspect  conduct  occurred.  Therefore,  it  is  essential  that
anyone  embarking  on  health  care  fraud  litigation  understand  the  third-party  reimbursement
process and the rules governing that process. The structure of the regulatory system in which the
fraud occurs often proves to be the undoing of the prosecution, or the defense, of a health care
fraud case.

Most health care fraud prosecutions involve third-party reimbursement; indeed, schemes to
defraud depend on the ingenuity of perpetrators to manipulate a system in which the payer of
services is a different party from the person receiving the services. In these cases, not only is the
payer a third party, but it is a third party whose payment decisions are affected by overwhelming
volume, industry lobbying, bureaucratic hurdles, and technical constraints. The health care fraud
litigator should remember that the first obligation of the third- party payer is not to detect and
prosecute fraud, but to provide its beneficiaries with the health care coverage they have paid for,
in the case of private insurers, or federal and state governments have required, in the case of the
public programs.

The vast majority of all  health care fraud cases involve some form of false billing and,
accordingly, some degree of misrepresentation or lie on the claim form. This chapter discusses
false billing cases as investigated and prosecuted in the federal courts, and, in particular, focuses
on false billing to the Medicare program. Medicare is by far the single largest payer of health
care services in the country, and most federal health care investigations and prosecutions concern
Medicare providers. Many of the principles, however, also apply to fraud cases involving other
third-party  reimbursement  programs,  federal  and  state,  and  to  private  insurers.  Subsequent
chapters discuss false billing in the context of the civil False Claims Act and food and drug laws.

In most cases involving fraudulent billings, there will likely be multiple victims: multiple
health  insurance  payers,  each  with  its  own coverage  criteria  and  system of  payment.  It  is,
accordingly, important for counsel both to recognize the likelihood of there being victims other
than the first one that is brought to counsel’s attention and to know and understand the essential
differences in the health insurance administration systems among such victims.

At its core, a false bill asserts some lie about whether, how, where, or when a service or
item was provided. Every health insurer has rules regarding claims: the service must be provided
in a defined manner to an eligible beneficiary; the care must be necessary and reasonable; and
certain  “coverage  criteria”  must  be  met.  Cheaters  in  billings  will  clip  these  corners.  The
prosecutor  and  the  defense  attorney  thus  must  know the  corners.  In  the  case  of  the  major
government  health  care  insurers,  this  interplay  between  the  primary  program  mandate—for
example,  ensuring  health  care  coverage  for  the  elderly  and  the  indigent,  for  dependents  of
members of the armed services, or for federal employees—and the need to detect and prosecute
those who defraud the system creates  a fascinating  and challenging backdrop for those who
prosecute and defend some cases. 

The following is  a review of the principal  components  of the Medicare reimbursement
system: the coverage, the payment mechanism, and their implementation.



II. OVERVIEW OF THE MEDICARE REIMBURSEMENT SYSTEM

A. Legislative History

Medicare was established on July 30, 1965, as part of the Social Security Amendments
of 1965.1 The Medicare Amendments2 established a system whereby eligible elderly persons and
disabled individuals would receive health care coverage. A key feature of the legislation—and
one that has been shown to be important in the commission and prosecution of fraud against the
program—was  that  Medicare  reimbursement  would  take  the  form  of  direct  payments  to
physicians,  hospitals,  and  other  health  care  providers  who  rendered  services  or  goods  to
Medicare beneficiaries.3  Most aspects of the program retain some direct payment obligation on
the part of the patient. Certain pieces of the program, however, including home health care and
clinical laboratory services do not.

B. Administration and Operation

The  Centers  for  Medicare  and  Medicaid  Services  (CMS),  formerly  the  Health  Care
Financing  Administration  (HCFA)4  is  the  agency  in  charge  of  administering  the  Medicare
program and with overseeing payments from the Medicare Trust Fund. CMS, however, does not
review or  pay claims  for  medical  services.  Instead,  CMS enters  into  contracts  with  private
companies—for the most part other health insurers—to act as claims processors, reviewers, and
payers for the Medicare program. CMS also contracts with these private companies to be its
watchdogs  for  fraud:  These  companies  are  contractually  obligated  to  look  for  and  identify
fraudulent or abusive claims for payment.

Thus, the steps in the Medicare insurance payment mechanism work generally as follows:

1 Pub. L. No. 89-97, 79 stat. 291 (July 30, 1965).
2Title XVIII of Pub. L. No. 89-97.
3See, e.g., 42 U.S.C.



4Effective July l, 2001, the former Health Care Financing Administration (HCFA) was renamed the Centers for 
Medicare and Medicaid Services (CMS). For the purposes of this chapter, references typically will be to CMS.



1. A patient chooses a heath care provider and obtains care.
2. The provider  submits  a bill  to the Medicare contactor  hired by CMS to process that

particular  claim  (the  claims  processors  differ  by  region  and  type  of  Medicare
coverage).5x1

3. The claims processor reviews the claim.
4. If the Medicare insurance coverage criteria are met, the processor pays the claim, using

monies from the Medicare Trust Fund.

C. Structure of Medicare Reimbursement

Medicare is broadly divided into three separate parts:

• Part A, in general, covers hospital insurance benefits for the aged and disabled.62

• Part B provides for supplementary medical insurance for the aged and the disabled.73

• Part C is Medicare’s health maintenance organization (HMO) insurance coverage.84

The  insurance  coverage,  eligibility,  payment  mechanisms,  and  terminology  differ
depending on the part. Thus, it is vital for any practitioner handling an investigation, prosecution,
or  defense  of  a  health  care  fraud case  to  know and understand these differences.  The most
expensive care, for example, is that provided to a patient in a hospital (classic Part A care); the
least expensive care is that provided to the patient in an outpatient setting (mainly, Part B care).

As Medicare and other insurers have attempted to control the explosive pace of health care
costs, Congress, and CMS, have created incentives to shorten hospital stays and shift patient care
from the acute care inpatient hospital setting to skilled nursing facilities (SNFs), and from those
facilities to home care. As these incentives have negatively affected some providers and created
opportunities for others, new fraud schemes have arisen. Invariably,  these schemes turn on a
single requirement  necessary for coverage (e.g.,  that to be eligible  for home health care,  the
beneficiary must be confined to the home) and the exploitation of that requirement.

III. MEDICARE PART A IN GENERAL A. Eligibility and Enrollment

1. The Aged and the Disabled
First, Medicare coverage applies to all persons older than age 65 who are eligible for Social
Security benefits or eligible for retirement benefits under he railroad retirement system.9 Second,
coverage applies to all persons younger than 65 also eligible for such Social Security or railroad
retirement benefits who have been disabled for at least 24 months.10 Third, Medicare insurance is

15A claim lor dialysis care will go to one carrier, a claim tor physician services will go to a second carrier,
and a claim for sale of durable medical equipment will go to a third carrier, even though the care may all be
provided in the same geographic location.

2642 U.S.C. § 1395c.

3742 U.S.C. §1395j.

4842  U.S.C.  §  1395mm  governs  payment  by  Medicare  to  “health  maintenance  organizations  and
competitive medical plans’" that have entered into a "risk-sharing contract” with Medicare. The regulations at 42
C.F.R. §417 govern the program’s contracts with and payments to, broadly speaking, HMOs. For a more detailed
discussion, see infra Section V.



available for all person of any age who are otherwise not eligible for Medicare but who have
been “medically determined to have end stage renal desease.”11  Medicare coverage for a person
suffering from end-stage renal disease generally begins on the 90th day after that person first
begins continuous renal dialysis.”12

Individuals falling within the first two categories need not file an application for Part A hospital
insurance  benefits13 but  are  actually  entitled  to  said  benefits  without  having to  pay monthly
insurance premiums.14  However, individuals suffering from end-stage renal disease must submit
such an application. 15

2. Uninsured Elderly Individuals

An individual  does  not  have  to  be  eligible  for  Social  Security  or  railroad  retirement
benefits to qualify for Medicare coverage. Medicare Part A insurance coverage is also available
to those who meet the following criteria: 16

1. 65 or older17 and enrolled in Medicare Part B, 18 and

2. a resident of the United States and either

a) a citizen, 19 or

b) an alien  lawfully  admitted  for  permanent  residence 20 who has  resided
continuously in the United States for 5 years.21

To trigger this coverage, the individual must file an application for benefits.22

3.  Disabled Individuals

Medicare Part A insurance coverage is also available for disabled persons "who have exhausted
other entitlement."23 This coverage is available for persons

______________________
942 U.S.C. §1395c (l).
1042 U.S.C.  §1395c (2).  See also 42 CF.R. §406.5.
1142 U.S.C. §I395c (3). Conditions for coverage of suppliers of end-stage renal disease services are set forth

at 42 C.F.R. §§405.2100-2184. Conditions for coverage and eligibility requirements are set forth at 42 C.F.R.  §406.
13.

12See 42 C.F.R.  §406.13(e). This means that such persons must pay for the first 90 days of their care. If the
individual has other insurance coverage, that coverage would apply. Such coverage may differ from the Medicare
coverage.   Differences  in  treatment  programs  under  the  two different  insurance  mechanisms (private  and  then
Medicare)  may of course be relevant in a fraud investigation (e.g.,  to the extent there is  a correlation between
services billed as medically necessary   and the extent of the insurance coverage).

1342 U.S.C.  §406.6(b).
1442 U.S.C. §406.10.
1542 U.S.C. §406.6(c).
16See also 42 U.S.C.  §406.11.
1742 U.S.C.  §1395i-2(a)(I).



1842 U.S.C.  § I395i-2(a)(2).
1942 U.S.C.  § 1395i-2(a)(3)(A).
2042 U.S.C. §1395i-2(a)(3)(8).
21 Id.
2242 C.F.R.  §406. 11(b)(3).
2342 U.S.C.  §1395i-2a 

younger than age 65 who are blind or who suffer from a continuing "disabling physical or mental
impairment" and who are no longer eligible for Medicaid insurance coverage "due solely to the
individual having earnings that exceed the substantial gainful activity amount.”24

B. Extent of Insurance Coverage Under Part A

Medicare Part A provides for the reimbursement of inpatient hospital services,  25 post-
hospital extended care services, 26 extended care services that are not post-hospital care services27

home health services, 28 and certain hospice care 29 Certain inpatient psychiatric hospital care is
also included within Part A.30 Roughly 60 percent of all Medicare dollars paid to health care
providers are paid out under Part A. 31

Although the above list specifies the types of providers that receive reimbursement under
Part A, not all services rendered by these providers are reimbursed under Part A. Limitations
exist  with regard to both the type  of service and the scope of the service provided.32 These
limitations  are  significant  in  many fraud investigations.  The following discussion reviews in
general terms the coverage within these broad subject areas and the general limitations to that
coverage;  in  each  area  there  are  extensive  regulations  regarding  the  insurance  coverage's
limitations and the payment for such coverage.

1.  Hospital Insurance Coverage

Inpatient hospital stays are covered under Part A up to a maximum of 150 days for each
"spell of illness."33 For stays in excess of 90 days, the coverage is reduced by 1 day for each day
of in-hospital care during a prior spell of illness.34 There is thus no "lifetime limit" on Medicare
in-hospital coverage for eligible beneficiaries.35 For each hospitalization, Medicare covers the
first 60 days without cost to the beneficiary.  However, from day 61 to day 90, the patient is
responsible for a deductible36 and a coinsurance payment.37 Inpatient hospital services38 typically
include:
______________

24U.S.C §1395i-2a(2a)(1). (2)

2542 U.S.C §1395d(a)(1). See also 42 C.F.R. 409.10 et seq. 

26 42 U.S.C. §139.5d(a)(2). See also 42 C.F.R. 409.20 et seq.

27 42 U.S.C. §1395d(a)(2).

28 42 U.S.C. §1395d(a)(3) see also 42 C.F.R. 409.40 et seq. 

29 42 U.S.C. §1395d(a)(4). See also 42 C.F.R. 418 et seq.

  3042 U.S.C. §1395d(c). A beneficiary is limited to a lifetime maximum of 190 days of inpatient psychiatric
hospital services. 42 C.F.R. §409.62.



31 Health Care Financing Admin., U.S. Dep't of Health & Human Services., Health Care Financing Review:
Medicare and Medicaid Statistical Supplement (1998), at 167.

32Covered  services  under Part  A are  enumerated  at  42 C.F.R.  §405. The scope of  covered  services  is
defined in 42 U.S.C. §1395d; conditions of and limitations on payment are set forth in 42 USC. §1395f.

3342 USC. §1395d(a)(1). "Spell of illness" is defined in 42 U.S.C. 1395x(a)

3442 U.S.C.§139d(a)(1) Thus, if the patient had an in-hospital stay of 40 days during a prior spell of illness,
the maximum covered stay during a second spell of illness would be 90 days plus 20 days ((150 — 90) — 40 = 20).

These  coverage  issues  have  significant  relevance  in  evaluating  referral  arrangements  between  hospital
providers and those providing care to the beneficiary post-hospital stay, where those arrangements may constitute
financial inducements for the referral of patients and when there may be a pattern of referral between entities to
maximize the insurance payments. See, e.g., Advisory Opinion 00-6, discussed in Chapter 8, at Section Ill.C.9.

• bed and board; 39

• nursing and related services,40

• use of hospital facilities;41

• medical social services;42

• drugs and biologicals;43

• supplies, appliances, and equipment,.44

• other diagnostic or therapeutic services;45 and
• medical or surgical services provided by interns or residents-intraining.46

There  are  specific  exceptions  for  each of  these  defined items;  these exceptions  can  take  on
significant relevance in a fraud investigation where, for example, an excluded item is billed for
and misdescribed as an included item. For example,  "nursing and related  services" does not
include the "services of a private duty nurse or attendant.”47

2. Skilled Nursing Facility (SNF) Insurance Coverage

Each Medicare  Pan A beneficiary  is  eligible  for  100 days  of  post-hospital  care in  a  skilled
nursing facility48 (SNF) in each so-called benefit period.49 Part A fully covers the first 20 days of
care in an SINF.50 However, for days 21 through 100, a coinsurance amount attaches.51

35  There is,  however.  a limited number of 60 so-called "lifetime reserve days"  that  each beneficiary is
eligible for in his or her lifetime. 42 C.F.R. §409.61(a)(2). For the lifetime reserve days. all care is covered: the
beneficiary is responsible for a copayment. Ill. Thus. each beneficiary has 60 full-benefit days. 30 coinsurance days,
and 60 lifetime reserve days that can be used at any time at the beneficiary's election.

36 See, e.g., 42 U.S.C. §1395e. Effective January l, 1993. the deductible for each hospital stay is $676.
37 1n 1993, the coinsurance payment was $169 per day for the 61st through the 90th days of hospitalization.
38 This term is defined in 42 U.S.C. §1395x.
39 42 C.F.R. §409.10(a)(l); see also 42 C.F.R. §409.1 1.



40 42 C.F.R. §409.10(a)(2); see also 42 C.F.R. §409.12.
                       41 42 C.F.R. §409.10(a)(3); see also 42 C.F.R. §409.12.
               4242 C.F.R. §409.10(a)(4); see also 42 C.F.R. §409.12.

 4342 C.F.R. §409.10(a)(5);see also 42 C.F.R. §409.13.
                       4442 C.F.R. §409.10(a)(6); see also 42 C FR. §409.14.

4542 C.F.R. §409.10(a)(7); see also 42 C.F.R.§409.16. 
4642 C.F.R. §409.10(a)(8); see also 42C.F.R. §409.15.
4742 C.F.R. §409.12(b).
4842 C.F.R. §409.61(b).

        49 “Benefit period" is defined at length in 42 C.F.R. §409.6. A benefit period begins, for example, with the
patient's admission to a hospital and ends when the beneficiary has not been a patient "for at least 60 consecutive
days." 42 C.F.R.409.60(a).
         50 Id
         5142 C.F.R. In 1993, the coinsurance amount was $84.50 for each day in an SNF. see also 42 U.S.C 1395d(a)
(2).



As with inpatient hospital care, the range of SNF care is also defined in the statute
and the regulations52 SNF care includes:

• nursing care provided under the supervision of a registered professional nurse, 53

• bed and board 54

• physical, occupational, or speech therapy;55

• medical social services;56

• drugs and biologicals,57

• supplies, appliances, and equipment,.58

• certain medical services provided by interns or residents-in-training;59

• certain other diagnostic or therapeutic services;60 and
• other services generally provided by an SNF that are "necessary to the health of

the patient.61

Fraud  cases  have  also  included  prosecutions  where  a  SNF  provided  care  not  needed  by
patients"62

3. Home Health Care Insurance Coverage

Medicare pays for all qualifying home health services63 without a deductible.64 To
qualify for coverage, the beneficiary must be confined to the home (or to an institution that is
not a hospital, SNF, or nursing facility).65 The beneficiary must also be under the care of a
physician who has established a written

52"Extended care  services"  is  defined in 42 U.S.C. §1395x(h).  See also 42 U.S.C. §§ 1395d(a)(2)  and
1395f(a)(2)(B) for the scope of SINF coverage and conditions and limitations on the payment for such services.

5342C.F.R.409.20(a)(1)
54 42 C.F.R 409.20(a)(2)  see also 42
C.F.R. §409.22.
5542 C.F.R. see also 42 C.F.R. §409.23. such care is covered only if it is furnished by the Facility and billed

by  or  through  the  facility.  Id.  See  also  Office  of  Inspector  Gen.,  U.S.  Dep't  of  Health  &  Human  Servs.,
Semiannual Report to Congress (Apr. l, 1998—Sept. 31, 1998), at 22 (in an audit of 80 medical records for
patients in six SNFs in California. the Office of Inspector General (OIG) and a medical review contractor found
that "medically unnecessary physical and occupational therapy" ranged from 4% to more than 80% of such care
provided). The IG annual and semiannual reports—as well as numerous other resources—are available on the
web at www.dhhs.gov/progorg/og.

5642 C.F.R. 409.20(a)(4)
5742 C.F.R. 409.20(a)(5); see also 42 C.F.R. §409.24.
5842 C.F.R. 409.20(a)(5); see also 42 C.F.R. §409.25.
5942 C.F.R. 409.20(a)(6); see also 42 C.F.R. §409.26. The SNF must have an agreement for the transfer of

patients with a participating hospital, or in a hospital with swing-bed approval and the resident or intern must be
an employee of that hospital.

60 42 C.F.R. 409.20(a)(7); see also 42 CER. §409.27.
61 42 C.F.R. 409.20(a)(8)
62See,  e.g.,  Office  of  Inspector  Gen.,  U.S.  Dep't  of  Health  &  Human  Servs.,  Semiannual  Report  to

Congress  (Apr.  l,  1998—Sept.  30,  1998),  at  14  (a  rehabilitation  hospital  in  Louisiana  and  a  physician
stockholder paid $4.4 million to settle civil liability for "allegedly billing Medicare for inpatient rehabilitation
when the Medicare beneficiaries treated could not benefit from such rehabilitation").

63"Home health services" is defined in 42 U.S.C. § 1395x(m)
64 42 C.F.R. 409.61(d), 1395d(a)(3), 42 CFR 1395f(a)(2)(c).



6542 CER. 42 U.S.C. 409.42(a); 1395f(a)(2)(c)



plan  of  care.66 The  physician  must  certify67 that  the  beneficiary  needs  at  least  one  of  the
following physician services: intermittent nursing services,68 physical therapy services,69 speech-
language pathology services,70 and continuing occupational therapy services.71 The physician
must also read and review the plan of care at least every 62 days, confirming that review with a
signature and the date of the review.72

When services are provided based upon a physician's verbal orders, those orders must also
be put in  writing and signed and dated by the  person performing the care.73 The physician
making  the  oral  order  must  sign  and date  the  written  confirmation  before  the  home health
agency bills for the care for durable medical equipment provided to the beneficiary as a part of
home health services, and the beneficiary has a 20 percent copayment obligation.75

Each of the services provided must meet multiple specific requirements to qualify for
Medicare reimbursement.76 As care for the elderly has shifted from institutional (e.g. hospital)
to  home  settings,  fraud  schemes  under  the  provision  of  home  health  care  have  increased
significantly. A typical fraud scheme is one in which home health care services are provided to
beneficiaries who are not confined to the home.77 A second common scheme is billing for home
care services not actually provided.78

C. Payment of Claims Through Fiscal Intermediaries

Medicare has contracted with third parties, known as "fiscal intermediaries, to facilitate
payment for services under Part A. These intermediaries

_________________
6642 C.F.R. §409.42(b). The plan of care must include the physician's orders specifying the type of care

needed, the required frequency, and the type of discipline necessary to provide the care. 42 C.F.R. §409.43(b). The
physician must sign and certify the plan of care before the bill for the care is submitted (the care can be provided
before the plan of care has been signed, but only after the physician has established a plan of care). 42 C.F.R.
§409.43(c). See also 42 U.S.C.
           6742 C.F.R.409.42(c); see also 42 C.F.R.

6842 C.F.R. 409.44(b)
 6942 C.F.R. 409.44(c)
7042 C.F.R.
7142 C.F.R.
7242  C.F.R.  §409.43(e).  See,  e.g.,  Office  of  Inspector  Gen.,  U.S.  Dep't  of  Health  &  Human  Servs.,

Semiannual Report to Congress (Apr. l, 1995—Sept. 30, 1995), at 15—16 (the director of a home health services
corporation in Ohio was convicted tor "forging physician signatures on approximately 200 certification and plan of
treatment forms").

7342 C.F.R.
7542 C.F.R. §409.50.
76See, e.g., 42 C.F.R. §409.44; 42 C.F.R. §409.45.



77See, e.g., Office of Inspector Gen., U.S. Dep't of Health & Human Servs., Semiannual Report to Congress
(Oct. l, 1994—Mar. 31, 1995), at 6—7 (in an audit of a home health company named St. Johns Home Health
Agency, the OIG determined that 29% of all claims submitted were for visits made to individuals who were not
homebound).

78Id. (21.5% of visits billed by St. Johns Home Health Agency were for visits that were, in fact, not made).
79Statutory authorization is set forth in 42 U.S.C. §1395h.



have  certain  specific  obligations,  by  contract,  statute,  and  regulation,  in  the  processing  and
payment of claims and in the auditing of cost reports.81 CMS has drafted and dispersed extensive
manuals for use by the fiscal intermediaries to review and process Medicare claims.

In the following two situations, an intermediary may suspend payments to a provider:

1. when the intermediary has determined that the provider has been overpaid, or
2. when the intermediary has "reliable evidence" that overpayments have been made

to a provider, or that payments that have been made "may not be correct.82

In addition,  in certain limited situations,  CMS may withhold payments  to a Medicare
provider to recover overpayments made by Medicaid to that specific provider.83 This power to
suspend or withhold payments is significant and may come into play during an investigation or
prosecution of a provider.

D. Part A: Reimbursement Methodology

l. The Early Years: Cost-Based Reimbursement

The Medicare program originally provided for payment under Part A "on the basis of
the  lesser  of  a  provider's  reasonable  costs  or  customary  charges."84 Hospitals  and  SNFs
generally "billed" Medicare Part A for the facility fee using a cost report.  85  Cost reports set
forth the facility cost or charge on a per diem, per patient basis, including overhead and other
general institutional expenses.86

For the first 17 years of the Medicare program, hospitals were paid on the basis of a
retrospective cost-based reimbursement  system. Payments to hospitals  were made during a
fiscal period to ensure cash flow; at  the end of the period,  a "reconciliation" was done to
determine the true cost of the care provided to program beneficiaries.87  This reconciliation
relied (and relies)

81  See, e.g., 42 U.S.C. § 1395h(b)—(i). Administrative and judicial review of such proceedings is set
forth at  42 CER. 1801-1889.  see also Office  of  Inspector  Gen.,  U.S.  Dep't  of  Health  & Human Servs.,
Semiannual Report to Congress (Oct. l, 1994—Mar. 31, 1995), at 16 (a Michigan contractor agreed to pay
$27.6 million for, in part, failing to conduct adequate audits of participating hospitals).

8242 C.F.R. §405.370. Proceedings for such suspensions are set forth in 42 C.F.R. §405.371. 8342 C FR.
§405.374.

 84 42 U.S.C. 1395f(b)(1); see also 42 CER. §405.500. 42 C.F.R. §405.503 defines the term "customary
charge"; 42 C.F.R. §405.504 governs the determination of prevailing charges.



 8542 C.F.R. §413.20. Providers under Part  A must still  provide to the intermediary an annual cost
report. 42 CFR.413.20(b).

 86See 42 C.F.R. §413.5 (cost reimbursement: general), 42 C.F.R. §413.9 (cost related to patient care),
and 42 C.F.R. §413.17 (cost to related organizations).
 87This reconciliation was and is governed by a series of principles designed to be "fair to the providers, to the 
contributors to the Medicare trust funds and to other patients." 42 CFR



heavily upon the institution's cost report. This system ensured that a hospital was paid for all of
its costs in providing care to program beneficiaries.

The  intrinsically  inflationary  nature  of  such  a  payment  system  resulted  in  wildly
increasing costs to the Medicare program; between 1970 and 1980, Medicare payments  for
inpatient hospital services rose from $5.4 billion to $26.4 billion.

This  five-fold  increase  was  so  dramatic  that  by  the  early  1980s  legislative  cost-
containment measures were sought to prevent a foreseeable bankrupting of the Medicare Trust
Fund. 

2. Prospective Payment System (PPS)80

a. Overview of the PPS
In 1982, the Tax Equity and Fiscal Responsibility Act (TEFRA) amendments90 created the

prospective  payment  system  (PPS)  for  reimbursing  hospitals  for  inpatient  hospital  facility
services.91 A forerunner to managed care, PPS reimburses hospitals based on a fixed amount per
patient discharge, thereby shifting the risk of treating the patient in a cost-efficient manner to
the hospital. PPS relies on an elaborate classification of "diagnosis-related groups" (DRGs) to
establish the appropriate payment rate at discharge.

The PPS covers the operating and the capital-related costs of inpatient hospital services.92

Payment for these costs is made on the basis of prospectively determined rates. A hospital may
keep the difference between the prospective

88 U.S. Dep't of Health & Human Servs., Health Care Financing Review, Medicare and Medicaid Statistical
Supplement (1998), at 167.

89 A number of other federal health insurance programs rely upon the Medicare prospective payment system
(PPS) and make use of its diagnosis-related groups (DRG) classification and PPS. These include: reimbursement
for the treatment of persons insured by the Federal Employees Health Benefit Plan (FEHBP) (see, e.g., 5 C.F.R.
890.905(a). ("Hospitals may not collect from FEHB plans and retired enrolled individuals for inpatient hospital
services more than the amount determined to be equivalent to the Medicare part A payment under the DRG-based
PPS."); the Office of Workers' Compensation Plans (OWCP) in calculating appropriate payments for claims for
inpatient care under the Federal Employees Compensation Act (see, e.g., 20 C.F.R. § 10.8 1()(a) ("OWCP will pay
for  inpatient  medical  services  according  to  pre-determined,  condition-specific  rates  based  on  the  Prospective
Payment System (PPS) devised by HCFA.")): the Civilian Health and Medical Program of the Uniformed Services
(CHAMPUS), now TRICARE (see, e.g., 32 C.F.R. §199.14(a)(l ("The CHAMPUS DRG-based payment system
will  use the same DRGs used in  the most  recently available  grouping for  the Medicare  Prospective Payment
System, except as necessary to recognize distinct characteristics of CHAMPUS beneficiaries and as described in
instructions issued by the Director, OCHAMPUS.")); and the Department of Veterans Affairs for covered persons
when those individuals receive their care from private hospitals (see, e.g., 38 C.F.R. § 17.55 ("Except as otherwise
provided in this section, payment for public or private hospital care authorized under 38 U.S.C. § 1703 and 38
C.F.R.  §17.52 of  this  pan  or  under  38 U.S.C.  §1728 and 38 CER.  §17.120 of  this  part  shall  be  based  on a
prospective payment system similar to that used in the Medicare program for paying for similar inpatient hospital
services  in  the  community.  Payment  shall  be  made using the  Health  Care  Financing  Administration  (HCFA)
PRICER for each diagnosis-related group (DRG) applicable to the episode of care.")).

90 Pub. L. No. 97-248, §101, 96 stat. 324 (Sept. 3, 1982).
91 The regulations governing the PPS are set forth at 42 C.F.R. §§412.1—412.352.



92 42 C.F.R. §412.1. Subpart D, 42 C.F.R. §§412.60 et seq. sets forth the general rules regarding the PPS for 
inpatient operating costs. Subpart M, 42 C.F.R. §§412.300 et seq., sets forth the general rules regarding the PPS for 
inpatient hospital capital costs.



payment rate and its operating or capital-related costs incurred in furnishing inpatient services.
The hospital is at risk for such costs that exceed the payment rate.93

The hospital is proscribed from passing along excess costs to its patients,94  although it is
allowed to charge the Medicare beneficiary the applicable deductible and coinsurance amounts.
The hospital  may additionally  charge the patient  for the provision of medically unnecessary
services (e.g., charges for experimental procedures). 95

b. Costs Covered by the PPS

Section 412.2 of Title 42 of the Code of Federal Regulations governs the costs covered by
the PPS. This regulation is detailed and specific and is designed to ensure that the Medicare
program is billed fairly under the PPS. As noted above, the system is designed to pay a flat
amount for the typical inpatient admission, and that amount is expected to cover the complete
cost of providing care to that patient.96 Although the rate differs according to the reason for the
patient's admission (e.g., a different rate will be paid for an admission for treatment of a heart
attack than will be paid for an emergency appendectomy), the rate does not vary from patient to
patient  (except  for  the  most  extreme  outlier  cases).  Inpatient  operating  costs  include  the
following:

1. routine services, such as room, board, and routine nursing services;97

2. ancillary  services  costs,  including  radiology  and  laboratory  services  furnished  to  hospital
inpatients,98

3. special (e.g., intensive) care unit operating costs; 99 and
4. Malpractice insurance costs.

In addition,  the DRG payment  is  designed to cover  the  costs  of certain  preadmission  care
provided to the patient within a defined "window" of time—3 days100— by any entity wholly
owned or operated by the hospital.101  These services consist of diagnostic services, including
clinical diagnostic laboratory tests, and any other services "furnished in connection with the
principal diagnosis that requires the beneficiary to be admitted as an inpatient.”102 For example,
suppose a patient, as part of a planned admission for inpatient surgery, requires certain

9342 C.F.R. §412. 1.
0442 C.F.R. §412.20.
9542 C.F.R. §412.42(d).  Certain criteria  set  forth in the regulation must be met in order  to make such

charges to the Medicare program beneficiary.
9642 C.F.R. §412.2(b)(l) ("The prospective payment amount paid for inpatient hospital services is the total

Medicare  payment  for  the  inpatient  operating  costs  incurred  in  furnishing services  covered  by the  Medicare
program.").



9742 C.F.R. §412.2(c)(1). Routine services are defined in 42 C.F.R. 3.53(b) as "regular room, dietary and
nursing services, minor medical and surgical supplies and the use of equipment and facilities for which a separate
charge is not customarily made."

9842 C.F.R.§412.2(c)
9942 C.F.R. §412.2(c)(3). See also 42 C.F.R. §413.53(b) (definition of intensive care inpatient hospital unit).
100 42C.F.R.§412.2(c)(5)
101 42 C.F.R.§412.2(c)(5)(i)

10242 C.F.R.§412.2(c)(5)(ii)



diagnostic  blood  tests  two  days  before  admission.  If  the  tests  are  conducted  in  the
hospital  laboratory on an outpatient  basis,  the PPS payment  to  the hospital  for the inpatient
surgery includes reimbursement to the hospital for the cost of conducting those preadmission
tests.103

c. Exclusions from the PPS

The PPS excludes from its  coverage certain categories  of costs  and specific  types  of
hospitals. Not all hospitals are subject to the PPS, and not all costs incurred within a hospital
subject to the PPS are covered by the PPS. This divergent treatment creates incentives to shift
costs within the same hospital and between different types of hospitals under common ownership
or management.

i. Hospitals and Hospital Units Not Covered

Hospitals  excluded  from  coverage  under  the  PPS  are  reimbursed  under  cost-
reimbursement rules.104 Such hospitals include:

• psychiatric hospitals,105

• rehabilitation hospitals,106

• children's hospitals,107

• long-term care hospitals,108

• cancer hospitals,109 and
• foreign hospitals.
Within a hospital subject to the PPS, a psychiatric or rehabilitative unit can be excluded

from the PPS. For a unit to qualify for exclusion, the unit must, inter alia, be sufficiently large to
permit  provision  of  the  adequate  cost  information,  have  written  admission  criteria,  have
admission and discharge records separately identified from the remainder of the hospital, and be
treated by the hospital as a separate cost center.110

I03The degree of improper billing for such services prompted a national project by (DIG and the Department
of Justice in 1995. By September 30, 1998, settlements had been reached with 2,483 hospitals nationwide, with
aggregate payments to the Medicare program of about $63.8 million. Office of Inspector Gen., U.S. Dep't of Health
& Human Services., Semiannual Report to Congress (Apr. l, 1998—Sept. 30, 1998), at 6—7.

104 42 C.F.R.412.22
10542 C.F.R. §412.23(a). Such hospitals must be "primarily engaged in providing psychiatric services for

the diagnosis and treatment of mentally ill persons." Id.  The term "psychiatric hospital" is further defined in 42
U.S.C. §1395x(t).

106 42 C.F.R. §412.23(b). Such hospitals must service an inpatient patient population of whom at least 75%
require "intensive rehabilitation services" for the treatment of strokes, spinal cord injuries, amputation, congenital
deformity, brain injury, fracture of the hip, major multiple trauma, burns, neurological disorders, and polyarthritis.
Id.

10742 C.F.R. 412.23(d)
10842 C.F.R. 412.23(e) Among other criteria, such hospitals must have an average length of patient stay

greater than 25 days. §412.23(e)(2). The long-term care hospital must also have a separate governing body, chief
executive officer, medical staff, and chief medical officer, to the extent that it "occupies space in a building also
used by another hospital." §412.23(e)(3).



 109 42 C.F.R. 412.23(f)
11042 C.F.R. 412.25(a)(I)— (13). Additional requirements governing exclusion of psychiatric units are set forth in 42
C.F.R. §412.27, and governing the exclusion of rehabilitation units in §412.29.



ii. Hospital Costs Not Covered

The following hospital costs are not covered by the PPS:

• organ acquisition costs incurred by hospitals with approved organ transplant centers,111

• the costs of qualified nonphysician anesthetist's services,112 and
• direct costs of approved nursing and allied health educational programs.113

Reimbursement for these items is made on a reasonable cost basis. In addition, the PPS does not
cover reimbursement to hospitals for the direct costs of graduate medical education,114  outlier
cases,115 bad debts,116 indirect medical education costs,117 or the cost of serving a disproportionate
share of low income patients.118

iii. Other Costs Not Covered

It is also significant to note that Part A does not cover many of the medical expenses
generated by a stay in a hospital or SNF. Personal services of physicians, although rendered in
the  hospital,  are  actually  billed  and  paid  under  Part  B.119  Laboratory  services  and  certain
program charges such as physical or occupational therapy are billed, in hybrid fashion, to the
Part A fiscal intermediary on a fee-for-service—not cost-report—basis.

d. Diagnosis-Related Groups (DRG) Classification Under the PPS

Payment  to  a  hospital  under  the  PPS  is  based  upon  patient  discharges  120  and  a
classification of the reason for the patient's admission to the hospital. The classifications in
this  system  are  known  as  DRGs.  121  Each  specific  hospital  discharge  is  "appropriately
assigned to a single DRG based on essential data abstracted from the inpatient bill for that
discharge.  "122 That  assignment  is  based upon,  inter  alia,  the patient's  age,  sex,  principal
diagnosis upon admission,

_______________
111 42 C.F.R. §412.2(e)(4). Heart, kidney, liver, and lung acquisition costs are not covered.
11242 CER. see also 42 CER. §412.1 13(c).
11342 C.F.R.(e)(2)
11442  C.F.R.  §413.86.  Such  programs  must  be  approved  residency  programs  in  medicine,  osteopathy,

dentistry, and podiatry. 42 C.F.R. §412.12(f)(7).
115See, e.g., 42 C.F.R. §412.80 (general provisions), 42 C.F.R. §412.82 (payment for extended length of

stay cases),  42  C.F.R.  §412.84  (payment  for  extraordinarily  high-cost  cases),  42  C.F.R.  §412.86  (payment  for
extraordinarily high-cost day outliers).

11642 C.F.R.412.2(f)(4); see also 42 C.F.R. §412.1 150).
11742 CFR. 412.2(f)(2)
11842 CER. §412.1. see also 42 C.F.R. 412.2.
11942 C.F.R. 410.20
120  Discharges  are defined in 42 C.F.R.  §412.4.  That  provision also governs  transfers  of patients

within a hospital (from one unit to another) and between hospitals. Given that some hospitals (as well as some



units in hospitals) are cost-reimbursed, financial incentives exist for a hospital to transfer a patient early from
the PPS-reimbursed care to the cost-based reimbursement. 

121 42 CER.412.60(a)
12242 C.F.R. 412.60(c)



secondary  diagnoses,  procedures  performed,  and  discharge  status.123 In  the  PPS,  any
given diagnosis is attributed to one of 23 body systems.

Thus, in practice, each ease is categorized according to the following:

• the patient's specific principal diagnosis: that is, the real reason for the admission, with
full benefit of hindsight 124

• the presence or absence of surgery; any complication that arises during the hospital
stay and increases the length of stay by at least I day in approximately 75 percent of
cases;

• any preexisting condition that the length of stay by at least I day in approximately 75
percent of cases; and

• the patient's age.

Actual DRG classifications are determined by CMS.125 Billing, however, is determined
by the hospital. Typically,  at the conclusion of each patient's treatment—upon discharge—the
hospital's billing staff, working principally from materials prepared by the medical staff during
the  treatment  of  the  patient,  will  assign  a  DRG  code  to  the  patient  and  bill  Medicare
accordingly.126

E. Implications for Counsel: Part A Billing

Without question, the PPS is complex. It also has been displaced, to some degree, by the
enrollment of patients in HMOs.127 At any given moment, a hospital  will be treating patients
insured and paid for by Medicare through a DRG, patients insured and paid for by Medicare
through HMO coverage,  and patients  insured and paid for by Medicare on a reasonable-cost
basis. Each of these differing payment mechanisms results in conflicting financial incentives for
the hospital in its admission and discharge decisions, in its consideration of the treatment options
for the patient, and in its cost accounting and allocation methods. Clearly, incentives exist within
Medicare's PPS to assign the patient to the code that will result in the highest reimbursement
conceivable.

Hospitals respond to those incentives, legally and otherwise, by trying to decrease costs
and increase revenues. For example, a hospital may discharge a patient—"transfer" the patient
home—to finish care through a home health agency that the hospital owns and operates, thus
getting reimbursed under the PPS for the inpatient care it provided at a fixed rate, and getting
paid on a fee for-service basis for the home health care that it provided to the patient as a part of
the patient's continuing care. Discharging the patient reduces the hospital's costs as against its
fixed DRG payment,  and thus  improves  its  revenues.  Continuing the  patient's  care  at  home
produces  revenues  on  a  fee-for-service  basis  for  the  hospital.  This  pattern—early  discharge
followed by home health care—

_______________
123 42 C.F.R 412.60(c)(1).



124Thus, if a patient is admitted to a hospital for observation and is subsequently diagnosed and treated for
myocardial infarction, which treatment includes bypass surgery, the patient would be classified in the latter DRG.

12542 C.F.R. §412.60.
126See also 42 U.S.C. §1395ww(d) (inpatient hospital service payments on the basis of prospective rates).

127See infra Section V.



may sometimes be appropriate. At other times, in an effort to increase its revenues, the hospital
may have discharged the patient early to shift the patient's care from the PPS to home health
care's fee-for-service system.128

This  section  provides  only  a  passing  review  of  the  many  facets  of  the  Medicare
reimbursement system. This review is designed as background for those who may be familiar
with the general  principles  regarding Medicare reimbursement  but who is  confronted with a
specific allegation regarding billing abuse or fraud.

Investigative approaches will vary depending upon the nature of the provider at issue and
the particular  type  of billing that is  at  issue.  For example,  in an investigation  of a hospital,
counsel should review the following:

1. What particular sets of financial incentives exist for the hospital provider

2. What is the pattern or practice of medicine in the hospital for patients receiving
the  same  type  of  care  but  paid  for  under  a  different  terminology?  Does  the
hospital  provide  different  care  to  patients  with  the  same  general  medical
condition, depending on whether the cost of the care for the patient is covered by
Medicare's  DRG reimbursement,  by  Medicare's  fixed  monthly  payment  to  an
HMO under contract with the hospital,  or by a patient's own private insurance
company?

3. Is there a particular requirement for coverage (e.g., for home health care services, 
that the beneficiary must be home bound) that is not satisfied?

Within the above framework, the healthcare provider’s conduct should be scrutinized for
unusual patterns. Patterns of fraudulent  conduct that have been discerned in the past include
upcoding  a  patient  to  a  DRG  that  pays  the  hospital  more  money;129  improperly  billing  for
diagnostic tests performed within the 3-day window; and conducting tests post-discharge where,
for non-DRG patients, such tests are conducted predischarge. Another pattern suggestive of fraud
involves repeated early "discharges" of patients from a unit of a hospital reimbursed through a
DRG to a unit of the same hospital paid for on a reasonable cost basis, or to an entity owned by
the owners of the hospital, or affiliated with the hospital by contract, which entity is reimbursed
on a reasonable cost basis.130

128 see Office of Inspector Gen., U.S. Dep't of Health & Human Servs., Semiannual Report to Congress
(Apr. l, 1998—Sept. 30, 1998), at 7—8. "Under Medicare reimbursement rules, a hospital transferring a patient [to a
second PPS hospital] is to receive a per diem payment based on the length of stay, and the hospital receiving the
transferred  patient  is  to  be  paid  a  diagnosis-related  payment  based  on  the  final  discharge  code."  OIG  audits
beginning as early as 1986 disclosed that "many transferring hospitals inappropriately claim full diagnosis-related
payment rather than the per diem payment.” Id. 

129  See,  e.g.,  Office  of  Inspector  Gen.,  U.S.  Dep't  of  Health  & Human  Servs.,  Semiannual  Report  to
Congress (Apr. 1, 1989-Sept. 30, 1989), at 29 (OIG inspections of selected DRGs disclosed DRG coding errors,
most of which "resulted in significantly higher payments to hospitals").
130 See, e.g., Office of Inspector Gen., U.S. Dep't of Health & Human Servs., Semiannual Report to Congress (Oct. 1,
1994-Mar. 31, 1995) (an OIG, HCFA, and Medicare fiscal intermediary "transfer recovery project" identified $219 
million in improper payments "because transfers of patients between PPS hospitals were erroneously reported and 
paid as discharges")



It is also important to note the patterns of practice and how those patterns have responded
over time to the financial incentives created by all the diverse payment mechanisms. Any such
"responses" may evidence an intent to circumvent, evade, or obstruct payment mechanisms. The
goal in such a review is to determine whether the hospital provider was, in effect, (1) getting paid
twice for providing the care (either because it unbundled care or manipulated the transfer of
patients), or (2) getting paid more than it should for the level of care provided (either because it
upcoded or cut corners on the care provided). To the extent that such patterns exist, they may be
indicative of schemes to defraud health insurers.

IV. MEDICARE PART B

Medicare  Part  B is  a  voluntary  supplemental  health  insurance  program for  aged and
disabled  individuals  who  elect  to  participate.131 The  program  is  financed  by  government
contributions and premium payments  from the voluntary participants.l32 Part B is specifically
designed to supplement, and fill the gaps in, the Medicare Part A health insurance for the aged
and disabled (discussed above at Section III.A. I.).

A. Eligibility and Enrollment

Medicare Part B is available to everyone eligible for Medicare Part A.133 In addition, Part
B is available to anyone age 65 or older who is a resident of the United States and who is either a
citizen or a lawfully admitted alien resident who has resided in the United States for at least 5
continuous years  immediately preceding enrollment.  134  An individual  automatically  becomes
enrolled in Part 13 upon eligibility for Supplementary Security Income benefits from the Social

Security Administration and upon eligibility for Medicare Pan A. l35

Beneficiaries participating in Part B must pay a monthly premium136 Part B recipients
also must bear some other cost-sharing responsibilities (with some exceptions, discussed below),
in the form of deductiblesl37 and a 20 percent copayment.

13142 U.S C. §1395j.

132 Id.

13342 U.S.C.  §  13950o(l).  See  also  42  C.F.R.  §407.10(a).  For  a  discussion  of  the  persons  eligible  for
Medicare Part A, see supra Section III.A. 

l3442 U.S.C. §395o (1); see also 42 C.F.R.407.10

13542  U.S.C.  §1395p(t)(I).  Other  individuals  seeking  to  enroll  in  Part  B  must  do  so  according  to  42
C.F.R.407.4

136See, e.g., 42 U.S.C. §1395r(a). As set forth at http://www.medicare.gov/amounts2.html
(the web page for CMS), the monthly Part B premium for 2000 is $45.50 per month. The Pan B deductible

tor 2000 is only $100 for the year. By way of comparison, the Part A deductible for 2000 is $776 per benefit period



and the Part A coinsurance is $194 a day for the 61st through the 90th day of hospitalization in a benefit period. The
Part A premium for 2000 for individuals not eligible for premium-free hospital insurance is $301 per month. See 

13742 U.S.C. U.S.C. S 1395/(b).



There  are  numerous  Part  B  exceptions  to  the  deductible  requirements.  Each  of  these
exceptions are listed here because the absence of a deductible frequently plays an important role
in a fraud investigation. It is inevitable that beneficiaries who do not cost share pay less attention
to the amount charged to Medicare for the services they received, and are much less likely to
question claims for services.138 These areas of the Part B program are thus far more susceptible to
provider fraud and abuse. The exceptions to the deductible requirements139 are:

l. home health services,140

2. clinical laboratory diagnostic services,141

3. surgical second opinions,
4. pneumococcal vaccine,142

5. donation of kidney for transplantation surgery,
6. nurse-midwife services, and
7. community health center services.

The  role  of  the  copay  and  a  fraud  scheme  is  equally  significant,  albeit  considerably
different.  Providers  who  engage  in  fraudulent  billing  often  routinely  waive  the  copay
requirement. In doing so, they ensure that the beneficiary, who would most likely know that a
service being billed for has not been provided, will not scrutinize or closely review the billing (or
the explanation of benefits). Providers also may waive copay requirements as an inducement for
the referral  of business.  Exceptions  to the 20 percent  copayment  requirements  include home
health care,143 payments for the pneumococcal vaccine,144  and clinical laboratory tests paid in
accordance with Medicare fee schedule rates.145

B. Extent of Insurance Coverage Under Part B

1. Coverage in General

The  number  of  Medicare  Part  B  providers  is  far  more  extensive  than  that  of  Part  A
providers.  Remarkably,  only  Part  B  contains  physician  services  and  licensed  health
professionals, and, even then,  these services comprise only a partial  list of Part  B providers.
Thus, the vast majority of those that bill the Medicare program, under both Part A and Part B, are
not  actually  individuals  licensed  to  prescribe  and  render  health  care  to  patients  but  instead
persons or entities

_____________



138See Chapter l, at Section Ill. (Erosion of Copayments).
139There  also are  exceptions  to  the  deductible  requirement  related  to  the  cost  of  providing  blood to the

beneficiary. This exception is set forth in 42 U.S.C. § 13951(b).
          14042 U.S.C. §139l(b)(2) (no deductible other than for covered osteoporosis drug).

141 42 U.S.C. §139l(b)(3).
14242 C.F.R. §410.152(h). Medicare pays for 100% of the fair compensation for a "nominal charge provider."
14342 C.F.R. §410.152(c)(l).
14442 CER. §410.152(h)(l).

14542 U.S.C. §410.15l(a)(l).



who provide items or services prescribed for the patient by a licensed health care professional.146

Part  B  broadly  covers  "medical  and  other  health  services."147 These  services  typically
"must be certified as being medically necessary."148 This category includes:

• physician services; 
• services and supplies furnished incident to physician services; 149

• outpatient hospital services and supplies incident to physician services; 150

• diagnostic services furnished to outpatients by/under arrangements made by a hospital;151 
• diagnostic laboratory and X-ray tests and other diagnostic tests;152

• X-ray therapy and other radiation therapy services; 153

• medical supplies, appliances, and devices; 154

• durable medical equipment; 155

• ambulance services; 156

• rural health clinic services; 157

• pneumococcal vaccinations; 158

• outpatient physical therapy and speech pathology services; 159

• cardiac pacemakers and pacemaker leads;
• hepatitis B vaccine; 160

_____________________
146Thus are created the structural incentives for the offering and payment of inducements by suppliers of

nonphysician services and items to physicians for the referral of covered services and items. See Chapter 10.

14742 U.S.C.1395k
14842 CER.410.12
149Conditions and limitations on such coverage are set forth at 42 C.F.R. §410.26. 

150conditions and limitations on such coverage are set forth at 42 C.F.R. §410.27.

151 Conditions and limitations on such coverage are set forth at 42 C.F.R. §410.28.

152Conditions and limitations on such coverage  are  discussed infra  Section IV.B.3.  See also 42 C.F.R.
§410.32.

153Conditions and limitations on such coverage are set forth at 42 C.F.R. §410.35.
                154Conditions and limitations on such coverage are set forth at 42 C.F.R. §410.36. The most significant
identified limitation is that  permitting HCFA, as  a requirement  for  payment,  to determine in its  discretion that
coverage for such an item "requires a written physician order before delivery of the item."

155Conditions and limitations on such coverage are set forth at 42 C.F.R. §410.38.
156 Conditions and limitations on such coverage are discussed infra Section IV.B.4. See also 42 C.F.R.

§410.40.
157Conditions and limitations on such coverage are set (Orth at 42 C.F.R. §410.45.

158 such vaccinations must be ordered by a doctor of medicine or osteopathy and must be reasonable and
necessary for the prevention of disease. 42 C.F.R. §410.57.

159Conditions and limitations on such coverage  are  discussed infra Section IV.B.5.  See also 42 C.F.R.

410.60, 410.61. 



160Conditions and limitations on such coverage are set forth at 42 C.F.R. §410.63(a). Among persons for whom the 
hepatitis B vaccine is covered are "[heterosexually active persons with multiple sexual partners (that is, those 
Medicare beneficiaries who have had at least two documented episodes of sexually transmitted diseases within the 
preceding 5 years)." 42 C.F.R.§410.63(a)(2)(iii)



• blood clotting factors for hemophilia patients; 161

• screening mammography services;
• services of a certified registered nurse anesthetist or an anesthesiologist's assistant. 162 and
• prescription drugs used in immunosuppressive therapy.163

Part B also covers certain dialysis services, including home dialysis supplies and
equipment; epoetin for home dialysis patients and other dialysis patients competent to
use the drug; self-care home dialysis support services; and institutional dialysis services
and supplies.164

As with other aspects of the Medicare program, there are limitations on
Part B coverage, many of which are specific to certain types of providers. There also are
specific limitations on items covered under Part B.165 It is in the area of these limitations
that billing fraud often occurs.

2. Coverage for Physician Services

Part B broadly covers physician services, 166 including diagnosis, therapy, surgery,
consultations, and home, office, and institutional calls.167 A physician who bills Medicare
must be licensed to practice medicine, and the services billed to Medicare must fall within
the  scope  of  the  physician's  license.169 Physicians  are  defined  to  include  doctors  of
medicine or osteopathy 169 doctors of dental surgery or dental medicine,170 podiatrists,171

doctors of optometry,172 and qualified chiropractors.173 
There are special limitations of coverage for some of these categories of "physicians."

Optometry services, for example, are limited to the treatment of

161Conditions and limitations on such coverage are set forth at 42 C.F.R. §410.63(b).
162Conditions and limitations on such coverage are set forth at 42 C.F.R. §410.69.
16342 C.F.R. §410.10.
16442 C.F.R. §410.10(k). Conditions and limitations on such coverage are set forth at 42 C.F.R. §§410.50

and 410.52.
165See,  e.g.,  42 C.F.R.  §411.15 (particular  services  excluded from coverage).  Excluded from Part  B

coverage, for example, are routine physicals, most eyeglasses and contact lenses, hearing aids, orthopedic shoes
(except  when they are  integral  parts  of  leg braces),  custodial  care  (except  as  necessary for  the palliation or
management of a terminal illness), cosmetic surgery, routine dental care, routine foot care, and personal comfort
services (e.g., the use of a television set or a telephone).

16642 U.S.C. §1395k(a)(2)(B)(I). Payment for physician services is governed by 42 U.S.C. § 1395w-4.
16742 C.F.R §410.20(a). 
16842 C.F.R.§410.20(b)
 169 42 C.F.R.§410.20(b)(1)
 17042 C.F.R. §410.20(b)(2). Dental services are covered only if they are services that "would be covered

as physician's services when performed by a doctor of medicine or osteopathy." 42 C.F.R. §410.24.
17142 C.F.R.  §410.2()(b)(3).  Podiatrists'  services  are  covered  only if  they are  services  that  "would  be

covered as physician’s services when performed by a doctor of medicine or osteopathy.”  42 C.F.R. §410.25.
17242C.F.R.410.20(b)(4).



17342 C.F.R. §410.20(b)(5). 42 C.F.R. §410.22 sets forth the licensing requirements for a chiropractor.



the condition of aphakia.174 Covered chiropractic services are limited to manual manipulation of
the spine to correct a subluxation,  but only if X-rays have demonstrated the existence of the
subluxation  and the  subluxation  has  resulted  in  a  neuromusculoskeletal  condition  for  which
manipulation is appropriate.175  In addition,  Medicare Part B will not pay for X-rays (or other
diagnostic  or  therapeutic  services)  ordered  or  furnished  by  a  chiropractor.176 Thus,  the
chiropractor may not order or furnish the X-ray that is necessary to Justify the presence of the
subluxation, despite the fact that Medicare will pay to treat the subluxation.

3. Coverage for Certain Diagnostic Tests

There are some specific limitations on Medicare Part IVs coverage of diagnostic tests.
For  example,  Diagnostic  X-ray  services  are  only  covered  if  performed  under  the  direct
supervision  of  a  physician  (except  a  chiropractor).177  This  means  that  the  physician  must  be
present  in  the  office  suite  with  "Direct  and  Immediately  available  supervision  to  provide
assistance and direction" throughout the time the technician is performing the test. Diagnostic X-
ray procedures performed by technicians are covered if (1) the general supervision and training
of  the  technicians  as  well  as  maintenance  of  the  necessary  equipment,  is  the  "continuing
responsibility  of  the  physician";  and  (2)  the  procedures  are  limited  to  skeletal  films  of  the
extremities, pelvis, vertebral column, and chest or abdomen that "do not involve use of contrast
media "178

Part B pays for diagnostic laboratory tests that are performed by participating hospitals,
nonparticipating  hospitals  qualified  for  emergency  outpatient  services,  and  by  a  physician's
office.179 such "physicians" do not include chiropractors or optometrists. 180

These limitations on the coverage of diagnostic testing have direct practical significance
in  fraud  investigations.  These  limitations  work  in  conjunction  with  those  imposed  on  the
coverage of services provided by a chiropractor, for example. Thus, a chiropractor may not order
or  furnish  the  X-ray  test  that  is  a  diagnostic  prerequisite  to  billing  Medicare  for  a  spinal
manipulation that he or she performs. Although, a doctor of medicine working or affiliated with
the chiropractor may order and furnish that diagnostic test. That doctor must be in the office suite
with the chiropractor  when the tests  are conducted,  not  in  their  own offices across the city,
conducting rounds at a hospital, or even playing golf.

4. Coverage for Ambulance Services

There are a series of limitations on Part B coverage for ambulance services. To qualify
for coverage, an ambulance must be specially designed for the

17442 C.F.R. §410.23. Aphakia is the "absence of the natural crystalline lens of the eye." Id.
17542 C.F.R. §410.22(b)(l). A subluxation is an incomplete or partial dislocation. DORLAND'S ILLUSTRATED

MEDICAL DICTIONARY 1596 (1994). 
17642 C.F.R. §410.22(b)(2).
17742 C.F.R. §410.32(b)(l).
17842 C.F.R. §410.32(b)(3).

17942 C.F.R. §410.32(b).



18042C.F.R. §410.32(b)(3).



transportation of the sick or injured, have certain categories of equipment, and be staffed with
trained  personnel.181 Also,  Medicare  Part  A  ambulance  coverage  must  not  be  available.182

Ambulance transportation is covered only if other means of transportation would endanger the
patient's health.183

Three  types  of  trips  are  covered.  First,  Part  B will  pay for ambulance  trips  from any
location to a hospital, rural primary care hospital, or SNF.184 Second, Part B will pay for a trip
from any of those three locations to the patient's home.185 Third, Part B will pay for a trip from
one of those three locations to an outside supplier to obtain medically necessary diagnostic and
therapeutic  services  that  are  not  available  at  the  institution  where  the  beneficiary  is  an
inpatient.186

5. Coverage for Outpatient Physical Therapy Services and Speech Pathology Services

To  be  covered  under  Part  B,  both  outpatient  physical  therapy  services  and  speech
pathology services must  be provided in accordance with a written plan.187 The plan must  be
created before treatment commences, by one of the following: a physician, a physical therapist,
or a speech pathologist.188 The plan must set forth the type, amount, duration, and frequency of
the services to be provided, and include the diagnosis and anticipated goals.189 Changes to the
plan may be made in writing, and it must be reviewed at least every 30 days by a physician.190

There are additional requirements that must be met for outpatient physical therapy services
to be covered by Part B. Such services are covered if they are furnished:

1. under the care of a doctor of medicine, osteopathy, or podiatry; and
2. by a provider or by or under the direct supervision of a licensed physical therapist in

independent practice.191

A patient who incurs up to $900 of expense for outpatient physical therapy services may
offset that amount against the annual Part B deductible.192 Inpatient physical therapy services are
covered if they are required by the patient and the patient has exhausted Part A benefit days.

__________________

18142C.F.R.§410.40(a)(1) 
18242C.F.R.§410.40(b)(2)
18342C.F.R.§410.40(b)(1) 
18442C.F.R.§410.40(c)(1)
18542C.F.R.§410.40.40(c)(2)
18642C.F.R.§410.40.40(c)(3)
18742C.F.R.§410.40.61(a)
18842C.F.R.§410.61(b)
189 42 C.F.R.§410.61(c)
190 42 C.F.R.§410.61(d), (e).  
191  42 C.F.R. §410.60(a). Independent physical therapists must also meet the requirements set forth in 42

C.F.R.§485.705(b).
 19242 C.F.R. §410.40(c)(2)(iv); 42 C.F.R §410.160. See also 42 U.S.C § 1395l(g)



Similarly, for outpatient speech pathology services to be covered by Part B, they must be
furnished to a patient while under the care of a doctor of medicine or osteopathy, and they must
be provided by a provider or someone under the supervision of a provider.  Inpatient  speech
pathology services are covered under Part B if they are required by a patient who has exhausted
such benefits under Part A.194

C. Payment of Claims Through Carriers

The Secretary of the Department of Health and Human Services may enter into contracts
with third parties  to administer  Medicare Part  B benefits.195  Such third parties  are known as
"carriers." Once said contracts have been executed, the carriers have the chief responsibility to
receive, review, process, and pay claims for payment for the provision of services by providers to
Medicare Part B enrollees.

Carrier "structure" across the country has changed over time. Today, certain carriers are
designated to handle all end-stage renal disease claims; other carriers have been designated for
the  processing  of  claims  by  durable  medical  equipment  suppliers.196  As  with  the  fiscal
intermediaries,  there are carrier  manuals  that govern the processing,  payment,  and review of
claims submitted to carriers.

The Secretary also can establish performance standards for such carriers, including, for
example, measurements for the speed of claims processing, review of questioned claims, and
handling  of  provider  appeals  for  denied  claims.197 The  failure  of  carriers  to  fulfill  such
established performance standards has led to a number of significant civil settlements in the past
several years, as well as a few criminal prosecutions of carriers. 198

_____________

19342 C.F.R. §410.62(a)
19442 C.F.R. §410.62(b).
19542 C.F.R §139u(a).
196  Four  durable  medical  equipment  regional  carriers  (DMERC),  cover  all  durable  medical  equipment

claims in the country.  See also 42 U.S.C. § 12) ("The Secretary may designate…….one carrier for one or more
entire regions to process all claims within the region for covered items under this section.").

19742 U.S.C.§1395u(b).
198See,  e.g.,  Office  of  Inspector  Gen.,  U.S.  Dep't  of  Health  &  Human  Servs.,  Semiannual  Report  to

Congress (Apr. l, 1998—Sept. 30, 1998), at 14 (Illinois carrier paid $140 million to resolve civil liability and pled
guilty and paid a $4 million criminal fine for conduct that included falsification of reports evaluating its performance
on its  contract  with HCFA; Pennsylvania  carrier  paid $38.5 million to resolve its  liability for misconduct as  a
carrier, which misconduct included failing to properly process claims, rigging audit samples to make its contract
performance appear better than it in fact had been, and overriding payment safeguards in the payment of Part B
claims); U.S. Dep't of Health & Human Servs. and U.S. Dep't of Justice, Health Care Fraud and Abuse Control
Program: Annual Report for FY 1997 (January 1998). at 14 (Medicare carrier in California paid $12 million in
settlement payments for having falsified its claims processing data and capabilities and pled guilty and was fined
$15 million for conspiracy and obstruction of a federal audit): Office of Inspector Gen., U.S. Dep't of Health &
Human Servs., Semiannual Report to Congress (Oct. l, 1994—Mar. 31, 1995), at 16 (Massachusetts carrier paid
$2.75 million in settlement of allegations that it had misrepresented and inflated the number of claims





D. Implications for Counsel: Part B Billing

Most  criminal  cases  have  involved  providers  receiving  payment  from  Part  B  of  the
Medicare  program.  Such  cases  have  included  prosecutions  of  providers  for  billing  for
services  not  provided,  performing  one  service  but  billing  for  a  more  expensive  one,  and
providing without the required credentials or licensure. As an initial matter in approaching an
investigation in this area, whether as a prosecutor or as a defense attorney, counsel should ask
the following questions:

1.   For what service did the provider bill?
2. Did the provider have the appropriate credentials and licensure?
3. Was the service provided one for which there is Pan B coverage?
4. Did the provider meet  all  of the required conditions for coverage? For example,  if  coverage

required a written plan of treatment or therapy, was there such a plan? When was it created? Did
it cover or approve the therapy billed?

5. Could the provider have provided the care billed for? For example, if the conditions of coverage
required that the provider be immediately present, was he or she?

There are no limits to the ingenuity that fraudulent providers have demonstrated over the
years.  As  a  starting  point  for  analysis,  counsel  should  be  thoroughly  familiar  with  the
reimbursement statutes and regulations that govern the particular care billed for and that are at
issue  in  the  investigation.  Counsel  should  obtain  and review all  applicable  carrier  manuals.
Familiarity  with  those  rules  is  necessary  in  order  to  understand—and  investigate  or  defend
appropriately— allegations that a provider manipulated (or cheated regarding) those rules.

V. MEDICARE PART C

The  Balanced  Budget  Act  of  1997  created  Medicare  Part  C,  also  known  as
"Medicare+Choice."199  Medicare Part C is a managed care program, and all payments under the
program are prepaid, capped payments made on a monthly basis.200  In fee-for-service medicine,
the patient or the patient's insurer assumes the risk of the cost of the medical care exceeding an
expected or predicted norm for the medical condition being treated. In contrast, under Medicare
Part  C,  the  HMO under  contract  with  Medicare  assumes  the  risk  that  the  cost  of  the  care
necessary to treat the patient's condition will exceed the predicted norm.

The growth of managed care contracts within Medicare has been substantial: Medicare
Part C payments for 1998 were estimated to be $32—$33 billion,

___________________

And review it had processed, thus receiving large reimbursement from Medicare for processing claims than it was
entitled to).

199Pub. L. No. 105-33, §4001, 111 Stat. 251 (Aug. 5, 1997).

200 U.S.C. §139w-23(a)(1).     



compared with $8-$9 million in 1985. In 1995, 15 percent of total Medicare expenditures were to
managed care plans.201

An HMO under contract with Medicare to provide care to program beneficiaries must
provide the same care "for which benefits are available under Parts A and B.”202 An HMO may
not provide "cash or other monetary rebates" to beneficiaries to induce them to enroll.203  The
HMO may not deny,  limit,  or condition the "coverage or provision of benefits" for enrolled
individuals  based upon "any health  status  related  factor.”204 Nor may the HMO operate  any
physician  incentive  plan  that  makes  payments  to  a  physician  directly  or  indirectly  "as  an
inducement to reduce or limit medically necessary services provided with respect to a specific
individual enrolled with the organization.”205

Under Medicare Part C, an HMO is subject to civil penalties and sanctions, ranging from
fines  to  termination,  if  it  screens  the  health  conditions  of  potential  enrollees  or  blocks  the
enrollment of qualified beneficiaries.206 Although the responsibility for monitoring and enforcing
the contracts  falls  primarily  on CMS regional  offices,  the most  egregious  violations  will  be
overseen by the Center for Health Plans and Providers, which is the Health Plan Purchasing and
Administration's operations arm for Medicare Part C. This Center is vested with intermediate
sanction authority.207

______________________________

201Annual Report of the Trustees, reported at http://www.hcfa.gov/pubforms/tr/hi 1999/ H12.htm. The Medicare
program  predicts,  at  http://www.hcra.gov/stats/hmorates/covel()l/  DEFAULT2.htm,  that  annual  expenditures  for
managed care, which stood at about $868 million in 1999, will grow to more than $1.2 billion by 2003.

This  trend  may be  peaking;  a  recent  phenomenon  is  the  withdrawal  of  HMOs  from participation  in  the
Medicare program. An indication of the severity of the problem is the presence of a message on CMS's web page for
beneficiaries providing instructions regarding their coverage in the event of the withdrawal from the program of
their HMO. see http:// www.medicare.gov/withdraws.html.

202 42 U.S.C §1395w-22(a)(1)(A)
20342 U.S.C §1395w-22(B)(4)(A)
204  42 U.S.C §1395w-22(b)(1)(A) An exception is that  an HMO is not required  to enroll  as  a member an

individual already diagnosed as suffering from end-stage renal disease. 42 U.S.C.§1395w-22(b)(1)(B).
20542 U.S.C §1395w-22(j)(4)(i).
20642 U.S.C §1395w-27(g)(2)

207Id.
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I. INTRODUCTION

Prior  to  the  early  1990s,  federal  health  care  fraud  prosecutions,  like  other  fraud
prosecutions, proceeded generally one step at a time: (1) investigation; (2) criminal review and
decision-making (plea, indictment, or declination); (3) civil consideration and resolution (civil
suit or settlement); and (4) administrative review (monetary and/or programmatic actions).

This process accorded with the traditional view that the most harm could be done to a
fraudulent provider through the criminal process, the next most serious threat was a civil suit,
and the least severe remedy was an administrative sanction. In the context of federal health care
fraud cases in the 1990s, though, this process has changed. As government attorneys have begun
coordinating  use  of  these  various  tools,  counsel  for  defendant  providers  can  no  longer
necessarily expect to encounter these tools sequentially. Because administrative exclusion from
program participation  is  the  "death  penalty"  for  corporate  providers,  this  potential  outcome
cannot be ignored during resolution of the criminal investigation. A compliance program tagged
onto a criminal  plea may hobble a provider's  ability  to  compete  effectively.  The potentially
enormous damages and penalties available to the government through the civil False Claims Act
(FCA) I often can present a serious threat to a corporation's ongoing operations, sometimes even
if  only pan of  the government's  civil  case  is  successful.  Criminal  sanctions,  especially  in  a
corporate setting, although financially severe, may be only the start of a series of potentially
devastating and crippling monetary and administrative sanctions.

Until the early 1990s, health care prosecutors rarely, if ever, worked closely with their
counterparts  who  represent  the  government  in  affirmative  civil  litigation.  Although  defense
counsel worried about the civil ramifications, rarely were those concerns expressly raised as a
part of the resolution of the criminal investigation.

The explosion in the number of health care fraud cases has changed the nature of the
investigations. Experience has shown that health care providers often defraud multiple federal
victims,  including  Medicare,  Medicaid,  Medicare  Railroad  Retirement,  TRICARE (formerly
CHAMPUS), and the Veterans Affairs Department (VA). Thus, subjects of federal health care
fraud investigations have well founded concerns that civil prosecution by the government could
result in monetary and exclusion sanctions that could threaten the provider's very existence. In
fact, collateral civil and administrative consequences can be of greater potential detriment to a
corporate provider than a criminal prosecution alone, because such providers may be excluded
from federal and state health care programs, have their state licenses revoked or suspended, or
face an endless

__________

131 U.S.C §§3729-3733. See Appendix A for full text of the False Claims Act (FCA).





parade of civil lawsuits by the government, private insurers, or shareholders. As a health fraud
investigations  have  become  joint  criminal  and  civil  matters,  and  counsel  for  targeted
corporations and individuals have begun requesting so-called global resolution2

An additional, prevalent factor in the prosecution or settlement of health care fraud cases
is the likely presence in an investigation of a qui tam or whistleblower suit.  Private persons,
called "relators," are represented by private qui tam counsel, and file such suits without any prior
consultation  with  or  approval  by  the  government.3 The  prosecutor  and  civil  fraud  attorney
become immediately  aware  of  the  suit.  Until  the  suit  is  deliberately  unsealed,  however,  the
defense counsel may not know of its existence. Sometimes a qui tam suit is the precipitating
factor  for  an  investigation;  at  other  times,  the  suit  merely  piggybacks  onto  an  existing
investigation. A qui tam suit may complicate the investigation or settlement process. In some
instances,  the  suit  is  without  merit;  at  other  times,  the  suit  results  in  significant  criminal
punishment and enormous civil recoveries.

Sometimes the relator is a lower-level employee fed up with criminal conduct by those in
control of an organization, or a competitor frustrated at losing business to a cheater. Sometimes
the relator is an ex-employee; at other times, the relator is a current employee who remains as
such throughout the investigation. Sometimes the relator is a competitor engaging in the very
same conduct,  or one of the individuals  involved in the crime.4  Increasingly,  the relator  is  a
corporation formed for the purpose of filing qui tam actions, or the qui tam suit is based solely
on "data mining"—situations that were most likely not contemplated by Congress. At all times,
the relator is someone interested in reaping a share of the proceeds from the qui tam suit—
otherwise,  there  would  be  no  reason  to  file  a  qui  tam suit  instead  of  simply  notifying  the
Department of Justice (DOJ) of the potential fraud and providing the evidentiary support for the
allegations.

Regardless of the status or motivations of the relator, the existence of the suit creates new
pressures on the fraud investigation. Sometimes these pressures can be helpful to the process, by
accelerating decision-making and/or resolution. At other times such pressures can run counter to
governmental  interests—for  example,  by  impeding  the  full  investigation  of  a  case  prior  to
settlement or litigation due to external deadlines imposed by the qui tam provisions.

Once a qui tam action is filed, the government must comply with new statutory time
limits for government action, and must obtain judicial consent on extensions. The relator thus
becomes another person with whom the government

_________________
2See Chapter 12.
3These suits have been described by the Fourth Circuit as a mechanism that unleashes a "posse of ad hoc

deputies to uncover and prosecute frauds against the government." United States ex rel. Milam v. University of Tex.
M.D. Anderson Cancer Ctr., 961 F.2d 46, 49 (4th Cir. 1992).
4As Senator Jacob Merritt Howard (IR—NM), one of the sponsors of the original FCA, stated more than 100 years 
ago, the Act was designed to "hold out to a confederate a strong temptation to betray his coconspirator and bring 



him to justice." 62 CONG. GLOBE, 37th Cong., 3d Sess. 955—56 (1863). The bill was based upon the "old-
fashioned idea of holding out a temptation, and 'setting a rogue to catch a rogue,' which is the safest and most 
expeditious way I have ever discovered of bringing rogues to justice." Id



must consult from time to time during the investigation regarding its pace and timing. Moreover,
the whistleblower can be a factor in the ultimate resolution of the case. Although not accorded
by law the primary power of decision-making in suits  where the government  has chosen to
intervene, the relator remains a party to the suit with significant statutory rights and, importantly,
the relator has the right to object to the resolution. In many cases, the relator also has the right to
share in the civil FCA recovery.

Thus,  in  the  health  care  fraud  investigation,  counsel  must  consider  the  ability  of  the
government to pursue false claims civilly, in some instances in the context of a qui tam suit. This
chapter, instead of serving as an exhaustive review of the FCA and the extensive case law, 5

discusses the general elements of the FCA and its qui tam provisions, as well as the general
issues that COunse1 must consider.

II. BACKGROUND AND APPLICATION

A. Background

The FCA was first enacted in 1863 to combat perceived rampant fraud against the Union
by defense contractors,6 such as sellers of the same horses to the Union cavalry several times, or
of boxes of sawdust instead of muskets, or of old mules as fit horses.7 The Act, however, was not
then and has not since been limited to defense contract fraud or any other particular type of
fraud.8  The original Act, first signed into law by President Lincoln, provided for an extensive
scope of liability, established criminal and civil penalties, and created a qui tam provision.9 The
original  civil  provision required a  $2,000 penalty for a  violation  plus double the amount  of
damages to the United States.10  The original  criminal  provision mandated a court-martial  for
members  of  the  military  (and  any  punishment  "save  the  punishment  of  death"),  and  for
nonmilitary, imprisonment for one to five years and a fine of $1 ,000 to $5,000 per violation.11

5For a book written specifically  on the FCA, see BOESE, CIVIL  FALSE CLAIMS AND QUI TAM
ACTIONS (Aspen Law & Business 1998). For a thorough examination of the law specifically regarding the FCA
and  health  care  fraud,  reference  is  made  to  SALCIDO,  FALSE  CLAIMS  ACT  &  THE  HEALTHCARE
INDUSTRY (American Health Lawyers Ass'n 1999), as well as a monograph specifically on the qui tam provisions
of the FCA, QUI TAM LITIGATION UNDER THE FALSE CLAIMS ACT (American Bar Ass'n,  Section of
Public Contract Law, Procurement Fraud Committee 2d ed. 1999).

6Congress intended to thwart "the massive frauds perpetrated by large contractors during the Civil War."
United States v. Bornstein, 423 U.S. 303, 309 (1976) (footnote omitted).

7see 132 CONG. REC. [16479, H6482 (daily ed. sept. 9, 1986).
8see S. REP. No. 99-345, at 8-10 (1986), reprinted in 1986 U.S.C.C.A.N. 5266, 5273-75. 
9See False  Claims Act,  ch.  67,  12 Stat.  696 (1863)  (codified  as  amended at  31 U.S.C.  §§232—235).

Section I of the Act prohibited those in the military from presenting or causing to be presented any claim against the
United  States  "knowing  such  claim  to  be  false,  fictitious,  or  fraudulent."  Section  3  applied  §l's  provisions  to
nonmilitary persons, §4 established federal court jurisdiction and permitted private persons to file actions on behalf
of the United States, and §6 created the bounty to be awarded to private persons who brought successful actions.

10False Claims Act, Ch. 67, §3, 12 stat. 698 (1863).
11False Claims Act, Ch. 67, §3, 12 stat. 696 (1863).



Although the  qui tam provisions of the Act were amended considerably in 1943,12 the
substantive provisions regarding liability and damages remained largely unchanged until 1986.
In that year, Congress, again concerned with apparently rampant fraud by defense contractors
and under-enforcement of the U.S. anti-fraud laws, 13 overhauled the Act and again substantially
amended the qui tam provisions. Those specific 1986 amendments have had a significant Impact
on FCA recoveries.14

The civil FCA is currently the federal government's primary civil tool to combat fraud
against the United States, including health care fraud. The FCA is broad and adaptable to many
contexts, as both government and defense attorneys are well aware. Defense attorneys often
allege that the government is overreaching in use of the Act; the government routinely reminds
and the  public  that  it  enforces  and will  continue  to  enforce  the FCA in a  responsible  and
appropriate manner.15

Several  core features of the FCA make it  a powerful tool  for civil  fraud enforcement,
especially when coupled with criminal enforcement. First, the Act has no intent requirement.16 In
a civil  FCA suit,  the government  does not have to prove any intent  to defraud, unlike in  a
criminal case where the government typically bears the burden of proving such intent. Second,
the government in a civil case bears the burden of proving its case by a "preponderance of the
evidence, 17 in contrast with the beyond-a-reasonable-doubt standard that the criminal prosecutor
must meet. Third, the Act contains a broad statutory definition of "knowledge.”18 By its terms
and as interpreted, the Act would make it very difficult for CLIENT to use a “head-in-the-sand”
defense. 19 Fourth, the Act imposes no requirement or privity with the government 20 Fifth, there
is no explicit  statutory requirement that the false representation be material  or even that the
government have relied on the falsity, although whether the falsity could have influenced the
government's payment decision or did in fact do so is litigated civilly with

__________________
12See False Claims Act. 31 U.S.C. §§232—235 (1943). In reaction to abuses of the qui tam provisions.

such as relators who copied indictments, the 1943 amendments narrowed a qui tam relator's  ability to sue and
reduced the potential bounty to such a private relator. See, e.g., United States ex rel. Marcus v. Hess. 317 U.S. 537,
545 (1943).

13 see generally S. REP. No. 99-345 (1986), reprinted in 1986 U.S.C.C.A N. 5266.
14The official  statistics  regarding  recoveries  in  matters  with an  associated  qui  tam suit,  however,  may

overstate the impact of such cases on overall recoveries. In a number of cases, including ones that resulted in quite
significant recoveries,  the qui tam suit was filed during a pending active federal  criminal or civil investigation.
Although such qui tam actions are not barred, and thus would result in a relator share award and would be included
as "qui tam" recoveries, these recoveries may have been largely or even entirely independent of the associated qui
tam tiling.

15  See Memorandum by Eric H. Holder, Jr., Deputy Attorney General, Guidance on the Use of the False
Claims Act in Civil Health Care Matters (June 3, 1998) (on file at http:// www.usdoj.gov).

163 1 U.S.C. 3729(b)S. REP. No. 99-345, 17, 20-21 (1986), reprinted in 1986 U.S.C.C.A.N. 5266, 5282,
5285-86.

173 1 U.S.C. $731
I8 31 U.S.C. §3729(b) ("no proof of specific intent to defraud is required").
19See, e.g., United States v. Entin, 750 F. supp. 512, 518 (S.D. Fla. 1990).



20 United States ex ret Marcus v. Hess, 317 U.S. 537, 544-45 (1943).



some frequency.21 Sixth, liability on CLIENT can be premised on "causing" false claims to be
presented, conspiring to submit false claims, or presenting false claims for payment.22

B. False Claims Act (FCA) Suits and Health Care Fraud

Although  use  of  the  FCA  to  fight  health  care  fraud  is  not  new,  the  pace  of  use  by
government attorneys  and qui tam counsel exploded during the 1990s. For instance, in 1992,
total civil recoveries in all qui tam cases was approximately $124 million; of those suits, only 15
percent named the Department of Health and Human Services (HHS) as the client agency.23  By
1997, however, more than half of all filed qui tam suits involved HHS, and health care fraud
recoveries  involving  qui  tam claims  in  that  year  alone  stood  at  $618.1  million,  more  than
quadrupling the 1992 recoveries.  24  Overall reported civil health care fraud recoveries in fiscal
year (FY) 1997 were $989.7 million.25 As of September 2000, 8 of the top 10 FCA judgments or
settlements  were in health  care fraud cases.26  For FY 2000, $840 million of the $1.2 billion
recovered by the DOJ in civil fraud cases was attributable to health care fraud cases.27

____________________
21  Neither  term—"materiality"  or  "reliance"—is  in  the  statute  as  a  required  element.  Some courts  have

suggested that materiality must be read into the statute. See, e.g., United States v. Data Translation, Inc., 984 F.2d
1256, 1267 (1st Cir. 1992); United States ex rel. Weinberger v. Equifax. Inc., 557 F.2d 456, 461 (5th Cir. 1977),
cert. denied, 434 U.S. 1035 (1978). As discussed below, one approach to these issues is to consider whether the
falsity could have influenced the payment  decision. Materiality is  of course a relevant  criterion in the criminal
prosecution decision in a health care case, regarding either falsity of the claim presented or the statements made, and
whether a criminal prosecution should ensue. Thus, as a practical matter, although the civil FCA may not expressly
require materiality, the concept of materiality will play an integral role in sorting through civil and criminal fraud
culpability and the extent of the loss to the United States.

2231 U.S.C. §3729(a) and (c). See also United States ex rel. Marcus v. Hess, 317 U.S. 537, 544—45 (1943).
23U.s. Dep't of Justice Health Care Fraud Report FYs 1995 & 1996, at 14; Press Release, U.S. Dep't of

Justice, Justice Department Recovers Over $1 Billion in Qui Tam Awards and Settlements (Oct. 18, 1995) (on file at
http://www.usdoj.gov).



24 U.S. Dep't of Justice, Office of Deputy Attorney Gen'l, Health Care Fraud Report FY 1997, at 3 (on file
at http://www.usdoj.gov).

25101. This result in FY 1997 included the recoveries in three significant laboratory fraud cases. The FY
1998 recoveries were $593 million.

26The top 10 FCA recoveries are The Healthcare Company (formerly Columbia HCA, $745 million (FY
2001 Fresenius Medical Care, $385 million (FY 2000); SmithKline Beecham Clinical Laboratories, $325 million
(FY 1997); National Medical Enterprises, $324 million (FY 1994); ABC Home Health, $225 million (FY 1997); Ill
Wind (Unisys), $190 million (FY 1991); LabCorp, $182 million (FY 1997): Beverly Enterprises. $170 million (FY
2001); United Technologies, $150 million (FY 1994); Health Care Services Corp. (Blue Cross and Blue Shield of
Illinois), $140 million (FY 1998).

27Press Release, U.S. Dep't of Justice, Justice Department Recovers $1.5 Billion for Fraud (Nov. 2, 2000)
(on file at http://www.usdoj.gov). The total recoveries included a $385 million settlement with Fresenius Medical
Care resolving allegations against  its kidney dialysis subsidiary,  and a settlement of $170 million with Beverly
Enterprises, a nursing home operator.



From the passage of the 1986 FCA amendments through the end of FY 2000, more than
3,000 qui tam suits were filed. 28 Over that same period, the DOJ recovered more than $3 billion
in cases either initiated by qui tam suits or in which an associated qui tam had been filed. 29  By
the end of FY 2000, more than $550 million had been paid to qui tam relators as their statutory
shares.30  Payments  to  relators  from  October  l,  1999,  to  September  30,  2000,  alone  totaled
approximately $173 million.31

Such payments,  as Senator  Howard envisioned more  than one hundred years  before,  32

create a powerful incentive to would-be relators, who are potentially aware of the submission of
fraudulent health care claims. It is possible as a relator to become a multimillionaire, and it is
even possible as a relator to benefit financially from conduct in which the relator knowingly
participated.33  Aware of such potential, counsel for relators (who themselves may share in such
recoveries,  typically  with  a  40  percent  contingency  arrangement)  have  generated  significant
publicity for these huge, as well as many smaller, awards. 34 This publicity has in part fueled the
surge in filings.35

C. Types of Health Care Fraud Schemes Alleged Under the FCA

Civil health care fraud cases brought or resolved by the government under the civil FCA
have  involved  each  of  the  four  major  federally  funded  health  care  programs:  Medicare,
Medicaid, the Civilian Health and Medical Program of the Uniformed Services (CHAMPUS—
now known as TRICARE) and the Federal Employee Health Benefits Program (FEHBP). These
cases  have  involved  a  wide  variety  of  payment  or  reimbursement  schemes,  reflecting  the
government's diversity of payment methods, including Medicare Part A, Medicare Part B, and
now Medicare Part C. The types of misconduct alleged by the government as violative of the
FCA have included the following:

 billing for services that were not rendered;
 billing for services that were rendered but that were not medically necessary;

28  Press Release. U.S. Dep't  of Justice, Justice Department Recovers Over $3 Billion in Whistleblowers
False Claims Act Awards and Settlements (Feb. 24, 2000) (on file at http://www.usdoj.gov).

29 Id.
30 Id.
31 Justice Department Recovers $1.5 Billion for Fraud, supra note 27.
32 See supra note 4.
33  If the relator is "convicted of criminal conduct arising from his or her role in the violation of section

3729,"  then  the  relator  may not  receive  any  proceeds  from any recovery.  31  U.S.C.  §3730(d)(3).  If  a  relator
"planned or initiated" the violation, he or she may receive a reduced share. In all other cases, however, a relator can
expect a share of the FCA proceeds.

34 See, e.g., Fisk, The Whistleblower Juggernaut: More and More Lawyers Belly Up to the Qui Tam Bar,
NAT'L L.J., Aug. 9, 1999, at Al (describing the Evelyn Knoob award of $28 million).

35 This trend has coincided with a number of other factors that have also contributed to an upsurge in the
use of the FCA. First, the Attorney General announced in 1993 that health care fraud was her second highest
priority, second only to violent crime. Second, Congress appropriated





• misrepresenting the diagnosis to justify the services or equipment provided; 
• upcoding of services provided under Medicare Part B;
• upcoding of DRGs billed under Medicare Part A;
• deliberately claiming a duplicate payment, including nonreimbursable costs on Part A

cost reports;
• failing to report related parties;
• paying or receiving kickbacks;
• utilizing misleading sales and marketing schemes
•  including inflated costs on Medicare Part A cost reports,
• including costs not related to patient care on Medicare Part A cost reports
• including nonreimbursable costs in Medicare Part A cost reports;
• making unnecessary inpatient admissions in psychiatric facilities; 
• providing inadequate care in nursing homes; 
• "unbundling" charges that should be "bundled" and billed together;
• upgrading the level of service provided by emergency department physicians;
• falsifying performance information by carriers;
• billing a service not covered by Medicare as a covered service; and
• separately billing for certain outpatient hospital services provided within 72 hours of an

inpatient admission.

While this list is not exhaustive, it illustrates that FCA lawsuits pursued in health care
cases have been as varied as the mechanisms and could be used to go after CLIENT in many
different ways.

Not surprisingly,  FCA cases have involved virtually every segment of the health care
industry, against both institutions and individuals. The types of civil FCA cases that have been
brought  and  successfully  pursued  are  not  unlike  the  types  of  cases  that  have  resulted  in
successful criminal fraud prosecutions. The government has brought civil health care fraud cases
against:

• ambulance companies for billing Part B for medically unnecessary ambulance services;36

• an acute care hospital corporation for submission of false Part A cost reports;37

• a clinical laboratory for improperly "jamming" diagnosis codes with the submission of
Part B claims;38

• a  psychiatric  hospital  chain  for  misrepresenting  on  cost  reports  that  the  care  they
provided complied with the minimum standards;39

_________________________

increased  resources  for  health  care  fraud  in  the  Kennedy-Kassenbaum  Health  Insurance  Portability  and
Accountability Act of 1996. Third, society began focusing on the strong growth in health care costs and health care
fraud as national problems.

36see. e.g.. United states ex rel. Federal Recovery servs. v. Crescent City E.M.S., Inc.. 72 FAI 447 (5th Cir.
1995).

37United states  ex  rel.  Alderson  v.  Columbia/HCA Healthcare  corp.,  No.  97-2035-CIVT-23E (M.D.  Fla.
intervention by the United states on Feb. 2, 1999).

38United states ex rel. Wagner v. Allied Clinical Labs. 1995 WL 254405 (S.D. Ohio Mar. 20, 1995).



39United states rel. Aranda v. Community Psychiatric ctrs. of Okla., 945 F. supp. 1485 (W.D. Okla. 1996).

 a psychiatric hospital corporation for providing unnecessary services, paying kickbacks,
and other conduct;40

 a dentist for falsifying diagnoses to obtain reimbursement for the noncovered service of routine
oral cancer exams;41

 billing consultants for advising hospital-clients to unbundle certain laboratory tests and submit
separate claims to Part B; 42

 a durable equipment manufacturer  for selling used wheelchairs  but billing Medicare for new
ones;43

 a major home infusion distributor for paying kickbacks;44

 a research university for not reporting program income on grants from the National Institutes of
Health (NIH) and selling an unapproved drug;45 

  a clinical blood laboratory for kickbacks, unbundling laboratory tests, and unnecessary blood
testing;46

 a home health agency for billing Pan B for services that are not covered;47

 various clinical laboratory companies for routinely performing and billing Part B for additional
tests with every automated series of tests;48

 Medicare  carriers  and  intermediaries  for  false  records  concerning  their  administrative
performance;49

 a supplier of health care products to the government for overcharging.50

III. ELEMENTS OF AN FCA ACTION

Liability under the FCA is premised on a violation of one of the seven subprovisions in 31
U.S.C.  §3729(a).  In  most  health  care  fraud  cases,  the  government  alleges  a  violation  of
§§3729(a)(I), 3729(a)(2), and/or 3729(a)(3).51 Section 3729(a)(l) provides for liability if a person:

l. "knowingly presents, or causes to be presented"

2. to the United States

3. a "false or fraudulent claim for payment or approval."

_______________________
40United States v. NME Psychiatric Hosps., cr. No. 94-0268 (I) D.C. 1994).
41United states v. Lorenzo, 768 F. supp. 1 127 (E.D. Pa. 1991).
42 states v. Metzinger, 1996 WL 530002 (ED. Pa. sept. 17 1996).
43United States v. Fesman/Queen City, 781 F. Supp. 51 1 (S.D. Ohio 1991).
44United States v. Caremark, Inc., Cr. 4-94-95 (D. Minn. June 16, 1995).
45United states rel. Zissler v. Regents of Univ. of Minn., 154 FAI 870 (8th Cir. 1998). 

46United States ex rel. Kneepkins v. Gambro Healthcare Inc.. 1 15 F. Supp. 2d 35 (D.

Mass. 2000).

47United States ex rel. McLendon v. Columbia/HCA Healthcare Corp.. No. 97-CV-0890 (N.D. Ga.) ($51
million settlement).



48 Untied States ex rel. LaCone v. SmithKline Beecham Clinical 149 F.3d 227 (3rd. Cir. 1998).
49United States ex rel. Burr v. Blue Cross & Blue Shield of Fla., Inc., 882 F. Supp. 166 (MD. Fla.), aff'd per

curiam, Civ. No. 95-2833 (l1th Cir. 1995).
50United States ex rel. Siller v. Becton Dickinson & co., 813 F. supp. 410 (D. Md. 1993), aff'd in part, rev'd

in part, 21 F.3d 1339 (4th Cir. 1994).
51 ln addition, the government invokes the so-called reverse false claim provision, in health care fraud cases

whenever appropriate. The three other provisions of §3729(a)



Section 3729(a)(2) provides for liability if a person:

 l.    "knowingly makes, uses, or causes to be made or used,
2.  a false record or statement
3.  to get a false or fraudulent claim paid or approved by the Government."

Section 3729(a)(3) provides for liability if a person:

l.    "conspires to defraud the Government by
2.    getting a false or fraudulent claim allowed or paid.”

In simple, broad concepts, these three provisions impose liability for submitting a false
claim, for making a false statement to get a false claim paid, and for conspiring to get a false
claim paid.

These three core liability provisions generally require proof of the following elements:

l.      the "submission" of a "claim" to the United States,
2.   the "falsity" of the claim, and
3.   "knowledge" of the falsity of the claim.52

Note that the statute  does not require  that  the government  would not have to prove against
CLIENT that he actually paid the false claim, that the government relied on the falsity of the
claim, that the falsity of the claim was material to the payment decision, or that the government
was  unaware  of  the  facts  alleged  to  be  false  53  Although the  statute  does  not  require  these
elements, each has been the subject of significant litigation.54

have been rarely invoked, if at all, in health care fraud cases, and will not be discussed in this chapter.
52United States ex rel. Lamers v. City of Green Bay, 168 F.3d 1013, 1018 (7th Cir. 1999).
53This issue of the effect of "government knowledge" on a case, and whether it impacts the determinations

as to "knowledge" or "falsity," has been litigated. See, e.g., United States ex rel. Hagood v. Sonoma County Water
Agency,  929  F.2d  1416  (9th  Cir.  1991)  (rejecting  argument  that  government  knowledge  delèats  the  "falsity"
element, and holding that the Act is premised on the defendant's knowledge of the falsity of the claim); United
States ex rel. Boisjoly v. Morton Thiokol, Inc., 706 supp. 795 (D. Utah 1998). see also United States ex rel. Butler
v. Hughes Helicopters, 71 F.3d 321 (9th Cir. 1995); wang ex rel. United States v. FMC Corp., 975 F.2d 1412 (9th
Cir. 1992); United States ex rel. Lamers v. City of Green Bay, 998 F. supp. 871 (E D. Wis. 1998), aff'd, 168 F.3d
1013 (7th Cir. 1999) (affirming dismissal due to strong showing of government knowledge): United States ex rel.
Durcholz v. FKW Inc., 997 F. supp. 1 159, 1 162-64 (S.D. Ind. 1988), anti, 189 F.3d 542 (7th Cir. 1999). Cf United
States ex rel. Mayman v. Martin Marietta Corp., 894 F. Supp. 218. 223 (D. Md. 1995) (government knowledge
defense rejected); United States v. Incorporated Village of Island Park, 888 F. Supp. 419 (E.D.N.Y. 1995).

54On materiality, see, e.g., United States er rel. Harrison v. Westinghouse Savannah River Co., 176 F.3d 776,
785 (4th Cir.  1999) ("Liability under each of the provisions of the False Claims Act is  subject  to the further,
judicially-imposed, requirement  that  the false statement or  claim be material.").  Even under this view,  though,
materiality in the FCA context may not require actual  damages,  but may simply depend on "whether  the false
statement has a natural  tendency to influence agency action or is capable of influencing agency action." United
States ex rel. Berge v. Board of Trustees of Univ. of Ala., 104 F.3d 1453, 1459 (4th Cir.), cert. denied, 522 U.S. 916,
1 18 S. ct. 301 (1997) (citations omitted). CFR United States ex rel. Roby v. Bo eing Co., 184 F.R.D. 107, 1 12 (S.D.
Ohio 1998) (holding that materiality is not an element that needs to be proven under the FCA).



A. Claim 
In 1986, Congress, for the first time in the history of the FCA, defined what a "claim" is.

Section 3729(c) defined claims to include:

any request or demand, whether under a contract or otherwise, for money or property which is
made to a contractor, grantee, or other recipient if the United States Government provided any
portion of the money or property which is requested or demanded, or if the Government will
reimburse such contractor, grantee, or other recipient for any portion of the money or property
which is requested or demanded.

Under §3729(e), "claims, records, or statements made under the Internal Revenue Code of 1954"
are excluded from coverage under the FCA.

This definition of "claim"55 is consistent with the leading case regarding the scope of the
Act,  United  States  v.  Neifert-White  Co.56 in  which  the  Supreme  Court  reviewed  the  1863
legislative history and concluded that "the Act was intended to reach all types of fraud, without
qualification,  that might result in financial  loss to the Government."  As the Court succinctly
stated, Congress's goal in enacting the FCA "was broadly to protect the funds and property of the
Government  from  fraudulent  claims,  regardless  of  the  particular  form,  or  function,  of  the
government  instrumentality  upon which such claims  were made.57 Although the government
does not have to prove that it actually paid the false claim, or that the government suffered any
actual loss due to the presentation of the false claim,58 without these elements the civil recovery is
limited to the mandatory penalties of $5,000 to $10,000 per false claim.59

55There also is a provision for "reverse false claims" under §3729(a)(7) in which a false statement is made
to the government to avoid making a payment to the government, which is the subject of current appellate litigation.
See United States v. Pemco Aeroplex, Inc., 195 F.3d 1234 (l Ith Cir. 1999); American Textile Mfrs. Inst., Inc. v. The
Limited, Inc., 190 F.3d 729 (6th Cir. 1999). See also United States V. American Heart Research Found., Inc., 996
F.2d 7 (1st Cir. 1993). The vast majority of all health care fraud investigations involve payments by the government
on claims submitted to federal health care programs. Accordingly, this type of claim is not addressed in this chapter.

56 390 U.S. 228, 232-33 (1968). see, e.g. United States ex rel. Marcus v. Hess, 317 U.S.
537 (1943).

S7 United States v. Neil-ell-White co., 390 U.S. 228 (1968).
58The FCA clearly prohibits fraudulent acts even if they do not cause a loss to the government. United

States ex rel. Pogue v. American Healthcorp., Inc., 914 F. Supp. 1507, 1508-09 (M.D. Tenn. 1996) (citing Rex
Trailer co. v. United States, 350 U.S. 148 (1956)), cited by United States ex rel. Joslin v. Community Home Health
of Md., Inc., 984 F. Supp. 374, 383 (D. Md. 1997). see S. REP. No. 99-345, at 8, reprinted in 1986 U.S.C.C.A.N.
5273. see also United States v. Kensington Hosp., 760 F. supp. 1 120, 1 127 (El). Pa. 1991). Cf United States er rel.
Marcus  v.  Hess,  3  1  7  U.S.  537  (1943)  (affirming,  without  analysis.  determination  that  damages  need  not  be
incurred). This issue also was presented, but not decided, in Hughes Aircraft Co. v. Schumer, 520 U.S. 939 (1997).
But cf United States ex rel. Berge v. Board of Trustees of Univ. of Ala., 104 F.3d 1453, 1458 (4th Cir.), cert. denied,
522 U.S. 916 (1997) (in declined qui tam, relator must show an injury in fact to United States for relator to have
standing).

59  For claims submitted after September 29, 1999, the amount of each penalty will be increased by 10
percent, to between $5,500 and $1 1 per claim, under recent law applicable generally to federal penalties. See Fed.
Reg. 47099 el seq. (1999); Federal Civil Monetary Penalties Inflation Adjustment Act of 1990; Debt Collection
Improvement Act of 1996 (making inflation adjustments for civil monetary penalties).





  B. Submission of the Claim

A false claim submitted directly to the federal government violates the FCA. The FCA
also covers false claims submitted indirectly to the government, such as claims submitted by
federal  subcontractors  to  federal  contractors.  Congress  added §3729(c)  to  cover  explicitly
programs that receive federal funds in the form of reimbursements  60 Further, a false claim
submitted to a Medicare fiscal intermediary or carrier, or any other contractor of the federal
government, is actionable under the FCA, 61  as are claims submitted to Medicaid.62 The key
element is that federal funds, in whole or in any part, will be used to pay that claim.

The false claim under Part A of the Medicare program may be the claim CLIENT
submitted for a progress payment, that is, the HCFA63 Form 1450 (UB-92) or the HCFA Form
2552 Cost Report and supporting worksheets. In the Part B context, the I-ICFA Form 1500
may be the false claim, which in a multitude of ways might be false on its face—each line
item  provides  an  opportunity  for  falsity—or  might  be  false  implicitly  (i.e.,  due  to  the
representations or methods used to generate the form).

C. Falsity of the Claim

1. False Statements

In many instances, the falsity of the health care claim is patent. Where, for example,
the claim is for a service, and the service was not rendered, the claim—that the service was
rendered—presents the core evidence of falsity for purposes of FCA liability. Similarly, where
the service rendered was, for example, routine foot care, but the claim is upcoded and billed as
a minor surgical procedure (e.g., incision and drainage of an abscess), then the falsity in the
claim rests in the description—the upcoding.

In some health care cases, however, the falsity of the claim is less apparent. A question
has arisen in kickback cases whether the referral of business in exchange for a payment, in
violation of the anti-kickback statute (42 U.S.C. Section 1320a-7b(b)), renders all subsequent
claims  false  for  FCA  civil  liability.64 These  cases  have  presented  the  question  whether
regulatory and/or statutory violations create FCA liability:  The claim itself is not otherwise
facially false, but the claim was made or presented to the government health care program as a
result of a violation of law (e.g., the payment of a kickback for the referral of the business).

_________________

60Section 3729(c) overruled United States v. Constr. co., 647 F.2d 757 (7th Cir. 1981).
  61see United States v. CAC-Ramsay, Inc., 744 F. supp. 1 158 (S.D. Fla. 1990), affd, 963 F.2d 384 (l1th
Cir. 1992); Peterson v. Weinberger, 508 F.2d 45, 51 (5th Cir.) (Fiscal intermediaries "act as agents at the sole
direction of the Secretary"), cert. denied, 423 U.S. 830, 96 S. Ct. 50 (1975).
  62United States v. Jacobson, 467 F. Supp. 507 (S.D.N.Y. 1979); United States ex rel. Davis v. Long's
Drugs, Inc., 41 1 F. supp. 1 144 (S.D. cal. 1976).
  63As of July l, 2001, the Health Care Financing Administration (HCFA) was renamed the Centers for
Medicare and Medicaid Services (CMS). Thus, at some time, these forms presumably will become known as
"CMS Form 1450," "CMS Form 2552 Cost Report," and "CMS Form 1500."

64“The interplay between the FCA and the Medicare antikickback statute, and the FCA and the Stark
laws (42 U.S.C. § 1395nn), is the subject of much litigation and discussion. Sometimes
 



The FCA reaches some, but not every, false statement made to the government by recipients
of federal funds. An example of a false statement case under the FCA is a defendant falsely
stating  under  Medicare  Part  A  that  a  party  was  not  "related"  to  the  defendant  seeking
reimbursement, when in fact that party was a "related party" under law.6

2. False Certifications

Often, payment by the government program is predicated upon a certification by the
claimant that it has complied with certain regulations or statutes. As a factual matter, this
certification may itself be false where the claim was made after, for example, the payment of
illegal remuneration.67

Frequently, this factual issue is avoided in kickback cases through investigation into
whether, as a result of the kickback arrangement and, often, in order to generate revenues to
fund or pay for the kickback, the provider presented patently false claims on other grounds,
such as unnecessary services.

The Fifth Circuit has determined that liability under the FCA, if premised on a theory
of some non-FCA statutory or regulatory violations, must involve an affirmative certification
of compliance with a statute  or regulation that is a prerequisite  to payment  or gaining a
benefit 68  Likewise, the Ninth Circuit has required an explicit certification when the alleged
violation did not appear to have a nexus to the federal-funding decision,  69  and defendants
routinely seek

such kickbacks can generate claims for unnecessary services, claims for services not rendered, or the kickbacks
are reported on cost reports, thus providing direct bases for FCA liability. At least four courts have ruled that the
submission of claims that may be tainted by kickback or Stark violations may violate the FCA. See, e.g., United
States ex rel. Pogue v. American Healthcorp, Inc., 914 F. Supp. 1507 (M.D. Tenn.). appeal denied, No. 96-8518
(6th Cir. Apr. 19, 1996); United States ex rel. Roy v. Anthony, 914 F. Supp. 1504 (S.D. Ohio 1994) (allowing
relator to pursue FCA case based on tainted patient referrals); United States ex rel. Thompson v. Columbia/HCA
Healthcare Corp., 125 F.3d 899 (5th Cir. 1997), on remand, 20 F. Supp. 2d 1017 (S.D. Tex. 1998); Gliblo v.
NovaCare,  Inc.,  62 F.  supp.  2d 347 (D.  Mass.  1999)  (allowing relator  to  pursue FCA case  based  on Stark
violations).

6S United States v. Oakwood Downriver Med. Ctr., 687 F. supp. 302 (ED. Mich. 1988) (recognizing that
a false A-8-1 worksheet may be actionable under §3729(a)(7)).

66United States ex rel. Thompson v. Columbia/HCA Healthcare Corp., 125 F.3d 899, 902-03 (5th Cir.
1997).

67Id. This analysis does, however, raise the issue of reliance by the government on the falsity of such a
certification in the payment of the claim, a factual matter discussed by the Fifth Circuit in remanding the case to
the district court. Indeed, in Thompson, the Fifth Circuit remanded the case for determination whether and to
what extent payment of the services identified or listed in the cost reports was predicated upon the certifications
of compliance with applicable statutes and regulations.

68See  Thompson,  125  F.3d  al  902.  Other  cases  have  implicitly  concurred  with  this  fraudulent
certification theory, but on factual grounds disallowed FCA actions. See United States ex rel. Hopper v. Anton,



91 F.3d 1261, 1266-67 (9th Cir. 1996), cert. denied, 519 U.S. 1115 (1997); United States ex rel. Weinberger v.
Equifax, 557 F.2d 456, 461 (5th Cir. 1977), cert. denied, 434 U.S. 1035 (1978).

69Hopper, 91 F.3d at 1266-67.



to extend this doctrine to the FCA case (i.e.,  they argue that, in addition to the falsity,  an
explicit certification is required in every FCA case).

In other cases, courts have adopted an implicit certification theory; the violation of the
FCA  is  predicated  on  the  "implied  certification"  of  compliance  with  applicable  legal
requirements.70 Some courts have been receptive to the theory that to recover under the FCA
for a false statement regarding a Violation of a statute or regulation not directly related to
payment, even with a certification, the government must prove that the defendant engaged in
the fraudulent conduct to induce a payment from the government. In Pogue, for example, a qui
tam relator stated a claim under the FCA because he alleged that defendants "concealed their
illegal  activity  from  the  government  in  an  effort  to  defraud  the  government  into  paying
Medicare claims it would not have otherwise paid.”71

 Attempts,  primarily  by  qui  tam relators,  to  bring  FCA actions  against  health  care
providers based on "false certification" theories have recently suffered setbacks in the courts.
In United States ex rel. Mikes v. Straus,  72  the district court rejected the relator's theory that
FCA liability could be found based on a "false implied certification" theory. Under this theory,
which would apply when medically necessary services had actually been rendered, a health
care  provider  would  be  deemed  to  have  impliedly  certified  that  it  had  complied  with
applicable  standards  of  care  whenever  it  submitted  a  claim  for  reimbursement  to  the
government.  The  gravamen  of  the  complaint  in  Mikes  was  that  a  physician  group  had
submitted false claims to Medicare because its spirometry test equipment was not calibrated
on a daily basis, as allegedly required by the standard of care.73 The district court in Mikes,
however, declined to recognize FCA liability based on such an "implied false certification."
The  court  distinguished  such  cases  from  those  in  which  providers  seeking  government
reimbursement  were  required  to  expressly  certify  that  they  were  in  conformance  with
applicable regulations.74 The court also found that individual claims presented to Medicare
differed in nature from regulatory provisions for verifying eligibility for specific  disability
benefits, which in some cases require compliance with particular standards of care.75

3. Knowledge of the Claim’s Falsity

In  the  1986  amendments,  Congress  inserted  statutory  language  explicitly  defining
"knowledge" for purposes of liability under the FCA.76

___________________________

70Ab-Tech Constr. Inc.  v. United States, 31 Fed. Cl. 429, 434 (1994), aff'd,  57 F.3d 1084 (Fed. Cir.
1995).

71 United States ex rel. Pogue v. American Healthcorp, Inc., 914 F. Supp. 1507 (M.D. Tenn. 1996)
(relying on United States v. McNinch. 356 U.S. 595 (1958), and United States ex rel. Weinberger v. Equifax,
Inc., 557 F.2d 456 (5th Cir. 1977)). 

7284 F. supp. 2d 427 (S.D.N Y. 1999). 
73Id.at 431.
74See, e.g., United States ex. rel. Thompson v. Columbia/HCA Healthcare Corp., 125 F.3d 899, 902

(5th Cir. 1997) (relator alleged that defendants were required to certify in annual cost reports that their services
were rendered in compliance with federal laws and regulations).

7584 F. Supp. 2d at 438 (due to the "fundamental qualitative distinction between the two classes of
regulations,  no basis exists for  inferring that  the Medicare provisions incorporate the [American Thoracic
Society standards sub silentio").

76As expressed in testimony to Congress at that time, it was the view of the Department of Justice
(DOJ) that these statutory amendments simply codified existing federal court precedent.



Knowing and knowingly defined—For purposes of this section, the terms "knowing"
and "knowingly" mean that a person, with respect to information;

(1) has actual knowledge of the information;
(2) acts in deliberate ignorance of the truth or falsity of the information; or
(3) acts in reckless disregard of' the truth or falsity of the information,
and no proof of specific intent to defraud is required. 77

The courts have generally and uniformly concluded that to convict an individual like
CLIENT, simple negligence does not satisfy the second and third prongs of the definition of
"knowledge.78 The courts, though, have grappled with the task of further defining the meanings
of "deliberate ignorance" and "reckless disregard.”79 The legislative history suggests a "failed
to  look"  standard,  which  requires  an  inquiry  that  is  reasonable  under  the  circumstances.
80Some  courts  have  equated  these  concepts  with  the  common  law  standard  of  "gross
negligence," or "gross negligence plus, 81 and have concluded that the Act imposes a duty of
reasonable inquiry into the truth of the claim one is presenting for payment.82

D. Damages and Penalties

Civil health care fraud cases have generated little case law concerning measures of
damages, in part because the overwhelming number of cases pursued by the government are
resolved by settlement.83 Straightforward damages measures appear to apply in many of those
cases. For example, where claims are submitted to Medicare for services that were medically
unnecessary or that were not provided at all, damages can be computed as the entire amount
paid by Medicare for those services.

In Medicare "upcoding" cases, damages can be measured as the difference between the
amount  paid by Medicare under a falsely claimed DRG or Physicians'  Current Procedural
Terminology  (CPT)  code  and  the  amount  that  Medicare  would  have  paid  under  the
appropriate DRG or CPT code. Likewise, in Medicare "unbundling" cases, damages can be
measured as the difference between the amount Medicare paid cumulatively for services that
were improperly "unbundled" and the amount Medicare should have paid for the services had
they been properly "bundled" into one CPT code. In cases premised on grossly substandard
care to patients, the government has sought as damages the entire amount paid for the care, on
the theory that nothing of value was provided.

_________________
7731 U.S.C. §3729(b).
78Wang v. FMC corp., 975 F.2d 1412, 1420-21 (9th Cir. 1992). See S. REP. No. 99-345, at 20-21 (1986),

reprinted in 1986 U.S.C.C.A.N. 5266.
79See, e.g., United States v. Klizek, 111 F.3d 934, 942 (D.C. Cir. 1997), on remand at 7 F. supp. 2d 56

(D.D.C. 1998), and remanded by 192 F.3d 1024 (D.C. Cir. 1999). 
80S. REP. No. 99-345, at 21 (1986), reprinted in 1986 U.S.C.C.A.N. 5266.
81Krizek, 111 F.3d at 942.
82United States v. Lorenzo, 768 F. Supp. 1 127 (E D. Pa. 1991); United States v. Entin, 750 F. supp. 512,

518 (S.D. Fla. 1990).
83Moreover, the overwhelming number of qui tam actions in which the government declines to intervene are 
voluntarily dismissed by the relator, usually concurrent with the government's declination.



In cases premised on violations of the antikickback statute, damages may be measured
as the amount paid by Medicare for all services tainted by the kickbacks, the amount paid by
Medicare  for  unnecessary  or  over  utilized  services,  the  amount  of  the  kickback  paid  or
received, or some other measure if appropriate, such as corporate profits arising from the
illicit conduct.

In many cases,  though, the measure of damages is highly complex and increasingly
involves  the  use  of  sampling  and  statistical  techniques,  both  by  the  government  and
defendants.84

The excessive fines clause of the Constitution potentially limits the amount of penalties
that the government may obtain from CLIENT, 85 but the potential for valid double jeopardy
issues has largely been eliminated. 86

E. Respondeat Superior Liability

It is bedrock FCA law and practice that an institution—including a private corporation,
nonprofit  corporation,  partnership,  or  public  entity—can  be  held  liable  by  virtue  of
respondeat superior for the collective actions or omissions of all of its executives, employees,
and agents. Respondeat superior liability is imputed to an institution when a person acts with
apparent, if not actual, authority of that institution.87 Generally there is not a requirement that
the  person  acted  to  benefit  the  corporation  or  entity,88  although  the  Fifth  Circuit,  which
governs Texas, does require this element, and the Eleventh Circuit follows this Fifth Circuit
precedent.89

84The concepts of statistical sampling and measurement of loss in the criminal context are described in
Chapter 12, on trials, and in Chapter 13, regarding loss for sentencing purposes. The burden on the government
at  sentencing  is  in  most  instances  identical  to  that  imposed  on  the  government  in  FCA  cases  (by  a
preponderance). There is very little case law on sampling in the civil FCA context, although in the administrative
context the issue arises frequently. See United States ex rel. Semtner v. Medical Consultants, Inc., 170 F.R.D.
490 (W.D. Okla. 1997) (allowing proof of liability based on overall  scheme, leaving issues of sampling for
damages stage). Some information about sampling methods is in the False Claims Act and Qui Tam Q. Rev.,
Oct. 1998, at 27—33 (available at hltp://www.taf.org).  As the DOJ and defendants use sampling techniques
more  frequently  to  resolve  cases,  these  techniques  may  get  litigated  more  when  such  resolutions  are  not
achieved. The issues include what constitutes a valid sample for purposes of the FCA and whether samples can
be used to prove liability and/or to prove damages. See Statisticians at Department of Justice Mav Overstate
Case, NAT'L L.J., Mar. 29, 1999, 136. See also Bierig. Comment, Methodological Challenges to Government
Sampling Techniques in Civil Fraud and Abuse Cases, 32 J. HEALTH L. 339 (1999).

85see United States v. Advance Tool co., 902 F. supp. 1011, 1018 (W.D. Mo. 1995), aff'd, 86 F.3d 1 159
(8th Cir. 1996); United States ex rel. Smith v. Gilbert Realty co., 840 F. supp. 71, 72-74 (E D. Mich. 1993).

86The issue was premised on the analysis in United States v. Halper, 490 U.S. 435 (1989), which was
effectively overruled by Hudson v. United States, 522 U.S. 93 (1997).

87See United States v. Incorporated Village of Island Park, 888 F. Supp. 419, 438 (E.D.N.Y.
1995), and cases cited therein.

88see, e.g., United states v. O'Connell, 890 F.2d 563 (1st Cir. 1989); United states v. Fox Lake State Bank,
240 F. supp. 720 (N.D. 111. 1965), aff'd in part, rev'd in part, 366 F.2d 962 (7th Cir. 1966).



89Grand Union co. v. United States, 696 F.2d 888, 891 (11th Cir. 1983); United States v. Hangar one, Inc., 563 
F.2d 1 155, 1 158 (5th Cir. 1977).



IV. QUI TAM PROVISIONS OF THE FCA

The issues of liability, damages, and penalties and all other substantive aspects of the
FCA are the same regardless of whether the United States initiates the action against CLIENT
under 3730 (a)90 or a private qui tam relator initiates the action under 3730(b). The latter qui
tam category of cases presents, however, significant additional procedural, legal, and policy
issues.

The presence of the qui tam relator injects a third entity into the dynamics of the case,
whose interests may not be (and in practice often are not) fully coincident with those of the
government.  Indeed, the government's and the relator’s interests  may diverge at  the outset
regarding  whether  the  case  has  merit  and  should  be  pursued,  during  the  investigation
regarding the merits of individual claims or regarding the relator's role in the submission of
the false claims, and at the conclusion or settlement regarding the amount of the settlement
and the relator's share in the recovery. These issues have been the subject of much case law
and commentary.

Almost all of the recoveries in qui tam cases—approximately $3.3 billion of the total
$3.5  billion  in  recoveries—have  come  in  cases  in  which  the  government  has  chosen  to
intervene or has settled 91  Thus, of the qui tam suits in which the government has declined to
intervene, the total FCA recoveries have been only about $200 million.92

Notwithstanding  the  passage  of  time  since  the  1986  amendments,  there  are  still
significant  unanswered  legal  issues  that  arise  under  the  qui  tam provisions,  as  discussed
below.

A. Basic Procedure

1. Complaint and Disclosure Statement

A qui tam action is initiated by a relator filing a complaint in camera and under seal in
a federal district court, and serving that complaint and a "written disclosure of substantially all
material  evidence  and information"  on the  U.S.  attorney for  that  district  and the attorney
general 93 but not filing the disclosure

________________________

90Under §3730(a), only the attorney general may institute an action under the FCA. See, e.g., Martin J.
Simko Constr., Inc. v. United States, 852 F.2d 540 (Fed. Cir. 1988) (the Attorney General's exclusive authority
to assert FCA claims provides an exception to the Contract Disputes ACI general requirements).

91Press Release, Justice Department Recovers Over $3 Billion in Whistleblowers False
Claims  Act  Awards  and  Settlements,  U.S.  Dep't  of  Justice  (Feb.  24,  2000),  available  at  http://
www.usdoj.gov/opa/pr/2000/February/079.civ.htm.
  92Id.  This does not include the recent award of $375 million in the declined qui tam case brought
against FMC Corp. The award was later reduced by the judge, and ultimately settled for $90 million. United
States ex rel. Boisvert v. FMC Corp., No. 86-20613 (N.D. Cal. 1998).
  93 31U.S.C. §3730(b)(l), (b)(2). Some courts have held that the relator's failure to abide by the filing under seal 
and service requirements set forth in the statute mandates a dismissal of the action. See, e.g., Erickson v. 



American Inst. of Biological Sciences, 716 F. Supp. 908 (ED. Va. 1989). Cf. United States ex rel. Lujan v. 
Hughes Aircraft co., 67 F.3d 242 (9th Cir.



with the court.94 Venue exists  in any district  court  where any defendant is  found, resides,
transacts business, or in which the fraud occurred. 95

This  complaint  must  remain  under  seal  for  60  days, 96 but  almost  uniformly  the
government requests and seeks extension of this time for "good cause.97 The extension of the
seal period provides the government additional time to investigate the allegations of the qui
tam relator98 and  to  make  an  informed  decision  as  to  whether  or  not  to  intervene  in  the
matter.99

2. Intervention

At the  expiration  of  the  seal  period  or  any time  before  then,  the  government  may
intervene in the qui tam action and take over its prosecution. If the government intervenes in
the action, it has primary litigative responsibility but the relator remains a party to the action.
The rights of the parties regarding participation in the suit are set forth in the statute. 100 The
government may dismiss the action 101 or settle the action, 102 even over the objections of the
relator, provided the relator has been provided an opportunity for a hearing. The standard by
which the court must evaluate the settlement is whether it is "fair, adequate, and reasonable
under the circumstances.”103 This type of hearing has occurred only a very few times, and the
government  has  prevailed  each  time,  sometimes  after  costly,  extensive  discovery  and  a
contested evidentiary hearing. 104

The court may limit the relator's participation in the case if the relator's discovery effort
interferes  with  the  government's  prosecution  of  the  case,  or  if  it  would  be  repetitious,
irrelevant, or harassing. 105 Another provision provides

1995) (violation of the seal provision does not automatically necessitate dismissal); United States ex rel. Pilon v.
Martin Marietta Corp., 60 F.3d 995 (2d Cir. 1995) (same).

94Within the DOJ, qui tam matters are routed to the Commercial Litigation Branch of the Civil Division,
and these matters are handled by attorneys in that branch and/or civil attorneys in the U.S. attorney's office where
the matter was filed.

95 31 U.S.C.
96 31U.S.C.3730(b)
97Id.
98During  this  seal  period,  the  government  may  use  any  of  its  investigative  tools,  including  Civil

Investigative Demands (CIDs). See 31 U.S.C. §3733, and Inspector General subpoenas (issued by the agency).
See AVCO Corp. v. Department of Justice, 884 F.2d 621 (D.C. Cir. 1989) (upholding the authority or the DOJ to
issue a CID to investigate FCA violations during the seal period of a qui tam action because it is still before the
attorney general commences a civil proceeding, i.e., intervenes).

99 31 U.S.C.3730(b)(4)(a), (b)(4)(b)
100  31 U.S.C. §3730(c)(l), (c)(2). For example, the relator's role may be limited if the government or

defendant make a showing that the relator is causing interference, delay, harassment, or undue burden.
101 31 U.S.C. 3730 (A).
102 31 U.S.C.3730(B).
103Id.
104  See, e.g., United States ex rel. Burr v. Blue Cross & Blue Shield of Fla., 882 F. Supp. 166 (M.D.

Fla.), aff'd per curiam, Civ. No. 95-2833 (11th Cir. 1995); United States ex rel. Thornton v. Science Applications
Int'l Inc., 207 F.3d 769 (5th Cir. 2000).
10531 U.S.C. §3730(2)(C), (2)(D).



that the government may seek a stay after intervening (or declining) in an action if discovery
would "interfere with the Government's  investigation or prosecution of a criminal  or civil
matter arising out of the same facts.”106 This provision is important in the context of parallel
proceedings against one target, especially if the government intervenes in a qui tam action
prior to the completion of contested criminal proceedings.

3. Declination

If the government choose not to intervene in the qui tam at the expiration of the time
period for the seal and for the intervention decision (these events usually occur concurrently,
but occasionally the court lifts the seal prior to the government's intervention decision), then
the relator "shall have the right to conduct the action "107 The government typically requests
that  it  be served with all  pleadings  by the parties,  but  generally  it  will  request  copies  of
deposition transcripts on a case-by-case basis. 108

The overwhelming majority of qui tam cases that the government  declines  are not
pursued by the relator, despite the fact that the relator is entitled to do so under the statute, and
although Congress contemplated that many would. This reluctance by relators to proceed solo
may be due to deference to the government's judgment as to the merits or defenses of the case
(to the extent known by the relator),  or to the relator's counsel's calculation that the time,
expense, and risk of pursuing a case declined by the government is not worth the potentially
generous  awards  provided  by  the  FCA  in  such  cases,  25  percent  to  30  percent  of  the
"proceeds" of such action.

The relator cannot dismiss an action without written consent of the Attorney General
and the court.109 Generally,  in  declined  cases,  provided that  no claims  are dismissed with
prejudice as to the government and that no improper diversion of FCA proceeds to non-FCA
claims has occurred,  the government provides such written consent.  Courts have analyzed
whether in a declined qui tam action the government has a right to object to the dismissal of
the  action,  and  the  Ninth  Circuit  Court  of  Appeals  has  taken  a  restrictive  view  of  the
government's role in such cases. 110

C. Award to the Relator

A valid relator is entitled, by statute, to a share in the recovery.111  If the government
proceeds with the action, the relator is entitled to receive at least 15 percent but not more than
25 percent of any recovery, 112 depending upon

___________________________
10631 U.S.C §3730(c)(4)
10731 U.S.C §3730(c)(3)
10831 U.S.C §3730(c)(4)
10931 U.S.C §3730(b)(1)
110See Searcy v. Philips Elecs. N. Am. Corp., 1 17 FAI 154 (5th Cir. 1997); cf. United States ex rel.

Killingsworth v. Northrop Corp., 25 F.3d 715 (9th Cir. 1994), appeal after remand, 69 F.3d 545 (9th Cir. 1995),
cert. denied, 519 U.S. 928 (1996).

111  The relator also is entitled to "reasonable expenses" and "reasonable attorneys'  fees and costs." 31
U.S.C. §3730(d)(l). We do not address these issues in this chapter.
11231 U.S.C. §3730(d)(l).



the extent to which the person substantially contributed to the prosecution of the action."113

Where the action is based primarily upon disclosures of information "other than information
provided by the person bringing the action," the court can choose to award between 0 percent
and 10 percent of the recovery to the relator.  1 14  If the government chooses not to intervene,
and the relator goes forward with the suit  and succeeds, the court  may award between 25
percent and 30 percent of the recovery.115 If the relator "planned and initiated" the violation,
the court may award less than 15 percent and, presumably, as little as nothing, with the court
"taking into account the role of that person in advancing the case to litigation and any relevant
circumstances pertaining to the violation.”116

These  potential  recoveries  create  powerful  incentives  of  which  both  the  fraud
prosecutor and the defense attorney must be cognizant. The range of potential recoveries may
also create disputes between the relator and the government, and among relators in a case with
multiple  whistleblowers  and  multiple  issues  and  claims.  Where  the  government  and  the
defendant in a global resolution may be willing to compromise on a single sum to cover FCA
liability for a number of different issues, the presence of multiple relators who get to share in
the recovery only on certain, identified issues may force a much more specific delineation of
the settlement. Absent such a delineation, counsel for the government at the conclusion of a
successful global resolution may find him- or herself embroiled in litigation with multiple
relators over the slicing of the pie.

V. LEGAL ISSUES UNDER THE QUI TAM PROVISIONS

A. Public Disclosure Jurisdictional Bar

There are various jurisdictional and other prohibitions on who can bring a qui tam
lawsuit.117 One  jurisdictional  prohibition  that  has  generated  significant  litigation  and
commentary is the "public disclosure" bar as enacted in 1986.

The public disclosure bar is the most litigated area of the qui tam provisions. That
provision states that "no court shall have jurisdiction over an action based upon the public
disclosure of allegations or transactions in a criminal, civil, or administrative hearing, in a
congressional, administrative, or Government Accounting 0ffice report,  hearing, audit, or
investigation, or from the news media, unless the action is brought by the Attorney General
or the person bringing the action is an original source of the information."118

___________________

113Id.
114Id.
11531 USC 3730(d)(2).
11631 USC 37.30(d)(3).
117For example,  claims made under the Internal  Revenue Code are excluded,  and claims cannot be

asserted by a former or present member of the armed services against a member of the armed forces arising out of
the relator's service in the armed forces. 31 U.S.C. §§3729(e), 3730(e)(1).

11831 U.S.C. A detailed discussion of the history, purposes, and case law on this provision can be found
in Salcido, Screening Out Unworthy Whistleblower Actions: An



To understand the courts' attempts to construe this provision, it is important to fully
understand the congressional goals in enacting the present jurisdictional bar. Congress created
highly generous rewards, but was acutely aware of the need to allow these generous rewards
only when the information conveyed through the qui tam suit is not already being acted upon
by  the  government.  The  pre-1986  jurisdictional  bar  prohibited  any  qui  tam  relator  from
continuing with a suit merely if the information contained in the suit was located somewhere
in the government's files.

In 1986, Congress narrowed the jurisdictional bar to focus on those cases where there
is evidence not only that the government has the information in its possession, but that it is
already acting  upon the information  (i.e.,  when allegations  have been disclosed through a
government audit, investigation, or report), or when the government is capable of acting upon
the information (i.e., when allegations have been disclosed through the news media or through
a "hearing," such as other litigation).  119 Although a qui tam relator who files an action in
circumstances where the government is already either acting or capable of acting in one of the
ways  enumerated  in  the  statute  may  well  have  some  "independent"  information  (i.e.,  not
copied  from public  sources),  the jurisdictional  bar  contained in  §3730(e)(4)  of  the statute
nevertheless  absolutely  bars  that  relator  from  proceeding  on  any  allegations  that  the
government is already investigating when those allegations have been made public. Congress's
judgment was that in these circumstances,  relators would add nothing to the government's
recovery; the government would be fully capable of recovering the monies lost due to fraud by
itself.  Any qui tam reward to a relator  in these circumstances would simply "decrease the
government's recovery in [a] suit [] it has chosen to pursue.”120

The federal courts of appeal have applied a simple three-part test to determine whether
a qui tam action is jurisdictionally barred by public disclosures. 121 First, the court must decide
whether there has been a public disclosure of "allegations or transactions." Second, the court
must review the suit to determine if it is "based upon" such publicly disclosed allegations or
transactions. Third, if the complaint is based on such public disclosures, the relator must be an
"original source" of the information to survive the jurisdictional bar. 122

1. "Allegations or Transactions”

Section 3730(e)(4)) (A) requires disclosures of "allegations or transactions" to bar qui
tam suits but does not require specific information or evidence in

Historical Analysis of the Public Disclosure Jurisdictional Bar to Qui Tam Actions under the False Claims Act,
24 PUB. CONT. L.J. 237 (Winter 1995).

119See United States ex rel. Findley v. FPC-Boron Employees' Club, 105 F.3d 675, 678 (D.C. Cir. 1996),
cert. denied, 522 U.S. 865 (1997); United States ex rel. McKenzie v. BellSouth Telecomm., Inc., 123 F.3d 935,
938 (6th Cir. 1997), cert. denied, 522 U.S. 1077 (1998), appeal after demand, 219 F.3d 508 (6th Cir. 2000); Wang
v. FMC corp., 975 F.2d 1412 (9th Cir. 1992). 

120United States ex rel. Springfield Terminal Ry. Co. v. Quinn, 14 F.3d 645, 654 (D.C. Cir. 1994).
121See United States ex rel. Federal Recovery Servs. Inc. v. Crescent City, E.M.S., 72 F.3d 447, 450 (5th

Cir. 1995); Springfield Terminal Ry., 14 F.3d at 651. 122Springfield Terminal Ry., 14 F.3d at 651.



support of the allegation or transaction.123 Qui tam actions are barred when either the material
elements of a fraudulent allegation or transaction are known publicly or the allegation of fraud
itself is public.124

2. "Based Upon"

Numerous  circuit  courts  of  appeals  have  analyzed  extensively  the  "based  upon"
language in §3730(e)(4)(A). Relying on both the language and the purposes of the FCA, every
circuit  to have considered this  issue (except  the Fourth Circuit)  has interpreted the words
"based  upon  a  public  disclosure"  to  mean  not  necessarily  copied  or  derived  from  the
allegations that were publicly disclosed, but "the same as, having substantial identity with" or
"supported by" allegations that are already publicly disclosed. 125 For example, the D.C. Circuit
held that this "jurisdictional bar is triggered whenever the relator files a complaint describing
allegations or transactions substantially similar to those in the public domain, regardless of the
actual source for the information in the particular complaint. "126 The Fourth Circuit has taken
a contrary view and requires that the qui tam complaint actually rely on, or be derived from,
the public disclosure itself.127

3. "Original Source”

To avoid the harsh result of barring a qui tam action where the relator had provided the
information that put the government on the trail of fraud in the first instance, Congress created
a "stringent" exception to the public disclosure bar that allows such relators to continue.128

This exception, the only potential "savings clause" for matters barred by the public disclosure
provision,  is the "original  source" provision, §3730(e)(4)(B).  The courts  have applied this
provision  narrowly,  concluding  that  if  they  did  otherwise,  "parasitic  actions  would
flourish.”129

123Id. at 654—55; Wang, 975 F.2d at 1418 (all that is required is the disclosure of the allegation, not
the proof of it).

124Springfield Terminal Ry., 14 F.3d at 654.
125Second Circuit: United States ex rel. Doe v. John Doe Corp., 960 F.2d 318, 324 (2d Cir. 1992);

Fifth  Circuit:  Federal  Recovery  Servs.,  72  F.3d  447;  Sixth  Circuit:  United  States  ex  rel.  McKenzie  v.
BellSouth Telecomm., Inc., 123 F.3d 935, 940 (6th Cir. 1997), appeal after remand, 219 F.3d 508 (6th Cir.
2000); Ninth Circuit: Wang, 975 F.2d 1417; Tenth Circuit: United States ex rel. Fine v. Advanced Sciences,
Inc., 99 F.3d 1000, 1006 (10th Cir. 1996), and United States ex rel. Precision Co. v. Koch Indus., 971 F.2d
548, 552 (10th Cir. 1992), cert. denied, 507 U.S. 951 (1993); Eleventh Circuit: United States ex rel. Cooper
v. Blue Cross and Blue Shield of Fla. Inc., 19 F..3d 562, 567 (11th Cir. 1994).

126 United States ex rel. Findley v. FPC-Boron Employees' Club, 105 F.3d 675, 682 (D.C. Cir. 1996).
127 United States ex rel. Siller v. Becton Dickinson & Co., 21 F.3d 1339 (4th Cir.), cert. denied, 513

U.S. 928 (1994). But see FPC-Boron, 105 F.3d at 683 (holding that the Fourth Circuit's "interpretation of
'based upon' [is] inconsistent with the basic structure of the FCA" primarily because such a reading would
"swallow whole" the "original source" exception in

128 United States ex rel. Stinson v. Prudential Ins. Co., 944 F.2d 1 149, 1 160 n.9 (3d Cir. 1991). 
129 United States ex rel. Doe v. John Doe corp., 960 F.2d 318, 324 (2d Cir. 1992).



"Original source" is defined as "an individual who has direct and independent knowledge of
the  information  on  which  the  allegations  are  based  and  has  voluntarily  provided  the
information to the Government before filing an action under this section which is based on the
information "130

To qualify as an "original source," a relator must satisfy three factors. The relator must
have:

I.   "voluntarily" provided the information to the government,
2. "direct" knowledge of the information, and
3. "independent" knowledge of the information.131

To meet the "voluntary" requirement,  the relator must provide the information to the
government prior to filing the qui tam action. Although this might appear to allow a relator to
drop off the complaint at the U.S. attorney's office on the way to filing it, four courts of appeal
have rejected this construction. The idea that the statutory requirement is satisfied if the relator
merely discloses the allegations to the government a "few days or minutes before filing the
action" satisfies "no conceivable purpose" of the FCA.  132  An examination of the statutory
language in light of the history, structure, design, and intent underlying the 1986 amendments
demonstrates this.134

The  Second,  Sixth,  Ninth,  and  D.C.  circuits  have  held  that  the  "voluntariness
requirement" is satisfied only when the relator comes forward with the information prior to
the public disclosure. 134

The Sixth and the D.C. circuits, the most recent appellate decisions on this issue, have
stated "to be an original source, a relator must inform the government of the alleged fraud
before the information has been publicly disclosed."135 The Second and Ninth circuits have
held that the relator must have "directly or indirectly been a source to the entity that publicly
disclosed  the  allegations."136 The  Fourth  and  Eleventh  Circuits  have  taken  a  different
approach. 137

_______________
13031 U.S.C.§3730(e)(4)(B)
131Id.
132 Salcido, Screening Out Unworthy Whistleblower Actions, supra note 1 18, at 288—89.
133See Stinson,  944 F.2d  at  1  152—54 (public  disclosure  and original  source  provisions should be

analyzed in the context of the history, structure, and intent of the qui tam provisions).
I34 United States ex rel. Dick v. Long Island Lighting co., 912 F.2d 13, 16 (2d Cir. 1990);

See United States ex rel. McKenzie v. Bellsouth Communications. Inc.,  123 F.3d 935, 942 (6th Cir. 1997);
United States ex rel. Fine v. Chevron U.S.A., Inc., 72 F.3d 740 (9th Cir. 1995), cert. denied, 517 U.S. 1233, 1 16
S. ct. 1877 (1996); wang v. FMC Corp, 975 F.2d 1412, 1418 (9th Cir. 1992); United States ex rel. Doe v. John
Doe corp., 960 F.2d 318 (2d Cir. 1992); United States ex rel. Findley v. FPC-Boron Employees' Club, 105 F.3d
675, 690 (D.C. Cir. 1996). 

135 Be11S011t/l, 123 F.3d at 942; FPC-Boron, 105 F.3d 375.
136Dick, 912 F.2d at 16; Fine, 72 F.3d at 746; Wang, 975 F.2d at 1418 ("The history of the False Claims

Act and the legislative history of its most recent amendment make clear that qui lam jurisdiction was meant to
extend only to those who had played a part in publicly disclosing the allegations and information on which their
suits were based."). Further,  Senator Grassley (R-IA), the Senate sponsor of the 1986 amendments, stated in
1986 that a "qui tam action based solely on public disclosures cannot be brought by an individual with no direct
and independent knowledge of the information or who had not been an original source to the entity that disclosed
the allegations." 132 CONG. REC. 20,536 (1968)



137See United States ex rel. Siller v. Becton Dickinson & Co., 21 F.3d 1339, 1355 (4th Cir.), cert. denied, 513 
U.S. 928 (1994), criticized in FPC-Boron, 105 F.3d at 682, and United



The requirements of "direct" and "independent" knowledge are disjunctive.  138 “Direct
knowledge"  must  be "marked by the  absence" of  any intermediary.139 An individual  with
"direct knowledge" is one who "saw [the fraud with his own eyes" and whose ledge was
"unmitigated  by  anything  but  [his]  own  labor."140 One  district  court  summed  up  this
requirement by stating that "[o]riginal sources must either witness the fraud or add something
of significance to the charge of fraud through their own investigation.”141

B. Suits Against States

There has been and continues to be considerable debate in the courts and in Congress
over the scope of the FCA. State  universities and state agencies  recently have vigorously
contested in the federal appellate courts whether the FCA applied to them exactly as it applies
to  any  other  recipient  of  federal  funds.  142  Similarly,  the  American  Hospital  Association
(AHA),  apparently  unhappy  about  the  breadth  and  scope  of  the  FCA,  attempted
unsuccessfully in 1998 to legislatively restrict the Act's scope with respect specifically and
solely to health care fraud. 143  It can be expected, as the use of the FCA in health care fraud
cases increases, that efforts to limit or curtail its reach will continue.

The FCA imposes liability on any "person" who has violated §3739(a), but does not
provide a statutory definition of "person."144 Until recently, there was no significant litigation
concerning the meaning of "person." This changed

__________________

States rel. Cooper v. Blue Cross & Blue Shield of Fla., Inc. 19 F.3d 562. 568 n. 13 (11th Cir. 1994). The
BellSouth court wrote erroneously that the Third and the Tenth Circuit also rejected this view of "voluntary"
123 F.3d at 941. In United States ex rel. Stinson v. Prudential Ins. Co. 944 F.2d 1 149 (3Rd Cir. 1991), the
relator failed the "direct knowledge" test. and thus the court did not reach the "voluntary" issue. 944 F.2d at 1
160. Likewise, in United States ex rel. Fine v. Advanced Sciences. Inc. 99 F.3d 1000 (10th Cir. 1996), the
relator failed the "direct and independent" requirement. and thus the court explicitly did not consider whether
the relator "voluntarily" provided the information to the Government. Id. at 1007 n.6.

138see Stinson. 944 F.2d at 1160.
139Id. (employee who wrote the key memorandum containing information was one intermediary. and

the process of civil discovery was a second intermediary).
140Wang 975 F.2d at 1417.
141United states ex Harshman v. Alcan Elec. & Eng'g, Inc. No. A-96-Ol 17-CV (HRH) (D. Alaska Nov.

19. 1997). Aff’d, 197 F.3d 1014 (9th Cir. 1999).
142See, e.g., Vermont Agency of Natural Resources v. United States ex rel. Stevens, 529 US. 765. 120

S. ct. 1858 (2000): United States ex rel. Foulds v. Texas Tech Univ., 171 F.3d 279 (5th Cir. 1999): United
States ex rel. Long v. SCS Bus. & Tech. Inst., 173 F.3d 890 (D.C. Cir. 1999): United States rel. v. Arkansas,
154 F.3d 865 (8th Cir. 1998); United States ex rel. Zissler v. Regents of Univ. of Minn.. 154 F.3d 870 (8th Cir.
1998); United Slates ex rel. Milam v. of Tex. M.D. Anderson Cancer ctr., 961 F.2d 46. 48-50 (4th Cir. 1992);
United States ex rel. Navarette v. Rockwell Int'l corp., 730 F. supp. 1031. 1035 (D. Colo. 1990). 

143See infra VILA. H.R. REP. No. 105-3523 (1998); S. REP. No. 105-2007 (1998). 



this AHA lobbying effort. the Department of Justice circulated the so-called Holder Memorandum, described in
note 15. supra, and at notes 158—59 infra.

144The 1986 legislative history,  though, indicates that the term "person" is to have a broad meaning.
According to the Senate Judiciary Committee Report, the "False Claims Act teaches all parties who may
submit false claims. The term 'person' is used in its broad sense to include partnerships,  associations, and
corporations—as well as States and political subdivisions thereof." S. REP. No. 99-345, at 8 (1986), reprinted
in 1986 U.S.C.C.A.N. 5266, 5273 (citations omitted).



due to a recent cluster of cases involving state institutions, usually universities, that
have challenged whether the FCA can impose liability on them. These challenges have two
prongs:

l. a statutory prong that argues that the term "person" does not include states and state
entities, and
2. a constitutional prong that argues that the Eleventh Amendment prohibits a relator
from suing a state or state entity.

In Vermont Agency of Natural Resources v. United States ex rel. Stevens, the U.S.
Supreme Court recently held that, in a suit brought by a private person pursuant to the qui tam
provisions of the FCA in which the United States had declined to intervene, a state is not a
"person" under 31 U.S.C. §3729(a) and is not subject to FCA liability in such an action. 145 A
fair reading of this decision, however, suggests that it does not apply to actions where the
United States has decided to intervene and pursue the litigation.  146  The Court also ruled that
relators have constitutional standing to file complaints under the FCA on behalf of the United
States, holding that the qui tam provisions conferred standing on private plaintiffs by partially
assigning the government's damages claim to them. 147

The Supreme Court specifically declined to resolve the ultimate issue whether the qui
tam  provisions  are  unconstitutional  because  they  violate  the  "Take  Care"  clause  of  the
Constitution.148 Just prior to oral argument in the Vermont Agency of Natural Resources case
before the Supreme Court, the Fifth Circuit became the first appellate court in the nation to
hold the qui tam provisions of the FCA unconstitutional on the grounds that executive branch
powers had improperly been delegated to private  citizens,  in violation of the "Take Care"
clause. 149 Only three other appellate courts had considered the issue, and all had ruled that the
executive  branch  retained  sufficient  control  over  qui  tam  cases  such  that  the  qui  tam
provisions did not run afoul  of the "Take Care" clause.  150  The Fifth Circuit  subsequently
reversed the panel decision en banc in Riley v. St. Luke's Episcopal Hospital, holding that the
qui tam provisions of the FCA do not impermissibly infringe on the Executive branch's duty to
take care that the laws are faithfully executed. 151

145529 U.S. 765, 120 S. Ct. 1858 (2000). 
146Id. at 1871 (Ginsburg, J., concurring).
147 Id. at 1863.
14S ld. at 1865 n.8. Article II of the U.S. Constitution provides that the President "shall take Care that

the Laws be faithfully executed, and shall Commission all the Officers of the United States."
149Riley v. St. Luke's Episcopal Hosp., 196 F.3d 514 (5th Cir.), rev'd en banc, 252 F.3d 749 (5th Cir.
2001).

150United States ex rel. Kreindler & Kreindler v. United Technologies Corp., 985 F.2d 1 148, 1 155
(2d Cir.). cert. denied, 508 U.S. 973 (1993); United States ex rel. Taxpayers Against Fraud v. General
Elec., 41 F.3d 1032, 1041 (6th Cir. 1994); United States ex rel. Kelly v. Boeing co., 9 F.3d 743, 757 (9th
Cir. 1993), cert. denied, 510 U.S. 1140 (1994). 

151 252 F.3d 749 (5th Cir. 2001).





C. Proceeds of an FCA Case

Another subject of litigation concerns the meaning of the term "proceeds" for purposes
of determining the relator's share of the FCA recovery under §3730(d)(l). In one case, a relator
claimed that the value to the government of an administrative settlement between a carrier and
the Health Care Financing Administration (HCFA), concurrently with an FCA settlement with
that carrier, constituted "proceeds" of the qui tam action and thus the relator was entitled to 15
percent to 25 percent of such "proceeds."152 The court rejected this argument.

However, the Fifth Circuit held that the term "proceeds" includes the purported value
of released contract claims that were pending before the Army Corps of Engineers at the time
of the FCA settlement, but released by the defendant at the time of that settlement.  153 The
Fifth Circuit  also held that although "[u]nder normal circumstances, the value of non-cash
proceeds should be determined before the district  court approves the FCA settlement," the
relator could argue that the released claims constituted "proceeds" even after the settlement
had been finalized because the relator had not been advised of the government's valuation of
the claims or of his obligation to object to that valuation prior to approval of the settlement. 154

VI. IMPLICATIONS FOR COUNSEL

Any investigation of alleged health care fraud against CLIENT will likely include
close  coordination  of  the  civil  and  criminal  aspects.  These  investigations,  when  run  in
parallel, best serve the interests of the government in ensuring compliance with the criminal
laws and in seeking to make whole the affected federal health care programs and private
health insurance plans.155  To effectively coordinate the different investigations, prosecutors
and civil fraud attorneys must understand both the civil and criminal statutes, elements, and
burdens of proof.

Counsel  also must  represent  the provider  on both "investigations"  simultaneously.
Decisions made in response to the criminal investigation may affect CLIENT’s civil liability;
the converse is equally true.  Issues—ranging from determining the extent of corporate or
individual  liability  to  accurately  calculating  the  government's  losses—may  fall  by  the
wayside in the criminal investigation due to the government's heightened burden of proof;
those same issues may nonetheless constitute huge financial exposures on the civil side under
the FCA. Resolution of these issues, to the extent that CLIENT seeks a global settlement, 156

must be completed in tandem with the criminal

152 United States ex rel. Burr v. Blue Cross & Blue Shield of Fla. Inc., 882 F. Supp. 166 (M.D. Fla.), aff'd
per curiam, No. 95-2833 (11th Cir. 1995).

153 United States ex rel. Thornton v. Science Applications Int'l Corp., 207 F.3d 769 (5th Cir. 2000).
154 Id. at 772.
155 There may be compelling reasons for either the criminal or the civil investigation to precede the other,

including the pendency of an undercover operation, or the need to seize and freeze assets.



156 See Chapter 12.



investigation. Failure to adequately investigate these issues during the criminal investigation
may result in broad-brush civil compromises at the conclusion

The  presence  of  a  relator  complicates  the  investigation  and  is  a  factor  that  both
prosecutors and CLIENT’s attorneys must constantly consider. From the outset of being hired
to represent CLIENT under investigation, counsel should assume that the investigation was
instigated in part by a relator and that one or more qui tam suits may be pending in federal
district  Court.  Counsel  should  assume that  this  individual  may be  a  person with  intimate
knowledge  of  CLIENT’s  business  and  past  practices  and  may  well  indeed  be  a  current
employee.

To varying degrees, the presence of a qui tam relator has an effect on the government's
investigative and prosecutive decisions. On the one hand, the qui tam allegations may prove
worthy and result in a monetary recovery. On the other hand, government resources may be
spent  for  naught  because  the  relator  is  not  credible  and  his  or  her  claims  could  not  be
corroborated.  At  other  times,  the  government  may find  itself  in  the  untenable  position  of
dealing with a relator who played a significant role in causing the false billings.157  Finally,
counsel for the provider must prepare the provider for the possibility that some portion of the
money that the provider will pay to the government will be paid to a former associate whom
the provider  believes  is  partially  responsible  for the fraudulent  billings.  The provider  also
should be warned that some of the proceeds ultimately may be paid to a current employee who
is seeking to negotiate a severance package concurrently with the FCA resolution.

VII. RECENT FCA POLICY ISSUES AND ENFORCEMENT INITIATIVES

Several recent events underscore the power of the FCA and the heated debate that use
of the FCA has engendered in  the health  care area.  One involves  a  significant  legislative
attempt by the AHA to spur amendments to the FCA; the other concerns a series of so-called
national projects.

A. Legislative Efforts to Amend the FCA

In 1998, the AHA accused the DOJ of overreaching with the FCA, and attempted to have
the FCA amended only with respect to its application to health care fraud. Although this effort
did not succeed, the DOJ adopted and issued publicly a set of guidelines to be followed by the
government in the investigation and prosecution of health care fraud cases under the FCA.

The Deputy Attorney General issued guidance on June 3, 1998, that (1) reemphasized the
importance of pursuing civil FCA cases against health care

___________
157See, e.g., the settlement in United States ex rel. Menke v'. Quorum Health Resources, Inc., No. CV-96-P-

1638-S (N.D. Ala. settled Oct. 27, 2000), in which a Quorum subsidiary paid $18 million to settle claims of



Medicare fraud, the relator pled guilty to an income tax violation arising out of his receipt of improper kickbacks
and received no share of the Quorum settlement. See 74 Health care Fraud Rep. (BNA) 761 (Nov. l, 2000).



providers  in  a  fair  and evenhanded manner  and (2)  established new procedures  regarding
national initiatives, such as the use of contact letters and the establishment of working groups.
Among other things, the Deputy Attorney General underscored the need for handling
national initiatives with a "consistent approach to overarching legal and factual issues" and
directed  government  COItnse1  to  verify  data  and  information  and  conduct  appropriate
investigative steps, including subpoenaing documents and interviewing witnesses.159

In addition, Congress added report language to the DOJ's FY 1999 appropriations bill
requiring the Government Accounting Office (GAO) to monitor the DOJ's compliance with
the June 3, 1998, guidance memorandum. The GAO was instructed to report back to Congress
regarding its findings twice in 1 999, and no later than April I in each of the 3 succeeding
years.160 It can be expected that these types of watchdog audits will continue and will fuel the
debate on changes to the FCA.

B. National Initiatives

There  are  four  designated  national  initiatives,  and  each  is  intended  to  recover  the
government's  losses  from similar  types  of  false  claims  submitted  by  hospitals  around the
country. The four projects are referred to as follows:

1. the Hospital Laboratory Unbundling Project

2. the DRG 72-Hour Window Project,

3. the Pneumonia Upcoding Project, and

4. the PPS Transfer Project.

A  working  group  comprised  of  attorneys  from  the  Civil  Division  and  the  U.S.
Attorneys" offices, and other agencies, oversees each of these projects to ensure compliance
with the Deputy Attorney General's guidance memorandum. 161

1. Hospital Laboratory Unbundling Project

Beginning  in  1995,  several  U.S.  Attorneys'  Offices  participated  in  the  Hospital
Laboratory Unbundling Project. The project was intended to assess whether hospitals billed
laboratory tests individually, when in fact the tests had been performed concurrently on one
machine  as  an  automated  chemistry  panel  or  hematology panel.  At  issue  is  whether  the
hospitals are allowed to

158See Memorandum by Eric H. Holder, Jr., Deputy Attorney General, U.S. Dep't of Justice, Guidance
on the Use of the False Claims ACI in Civil Health Care Matters (June 3, 1998), supra note 15.

159Id.
160Pub. L. No. 105-277 and Pub. L. No. 106-1 13. see Medicare Fraud and Abuse: Early Status of

DOJ's Compliance with False Claims Act Guidance (GAO/HEHS-99-42R, Feb. l, 1999); Medicare Fraud and
Abuse: DOJ's Implementation of False Claims Act Guidance in National Initiatives Varies (GAO/HEHS-99-
170, Aug. 6, 1999); and Medicare Fraud and Abuse: DOJ Has Made Progress in Implementing False Claims Act
Guidance (GAO/HEHS-00-73, Mar. 31, 2000).
161The Deputy Attorney General guidance memorandum of June 3, 1 998, refers to national initiatives and the 
appropriate method tor handling them.



seek separate reimbursement for tests performed on the panel that are not medically necessary,
in addition to those tests on the panel that are specifically requested by a physician.

2. DRG 72-Hour Window Project

The DIRG 72-Hour Window Project began in 1995 under the guidance of the Attorney
General's Advisory Committee Subcommittee on Health Care Fraud. The project arose from a
series of nationwide audits performed by the Office of Audit of the Inspector General of HHS.

These  audits  identified  instances  in  which  hospitals  billed  Medicare  separately  for
nonphysician outpatient services rendered within three days of an inpatient admission (the 72-
hour window). Because the amount paid for the services rendered during admission already
contains  an  amount  for  pre-admission  testing,  the  separate  billing  for  the  pre-admission
services represents double billing.

The audit upon which the project was initially based was the fourth in a series of HHS
OIG audits  on this  issue.  Collectively,  those four audits  covered the period 1984 through
1991. When the fourth audit revealed that the hospital community was continuing to file a
large number of duplicate claims notwithstanding the prior three audits disclosing the practice
and its prevalence, the matter was referred for enforcement to the U.S. Attorney's Office for
the Middle District of Pennsylvania.

3. Pneumonia Upcoding Project

The DOJ and HHS in 1999 began investigating numerous hospitals for potential upcoding
of pneumonia hospitalizations.  Upcoding is the improper assignment of a code in order to
increase the amount of reimbursement that a hospital  receives. The issue in these cases is
whether hospitals misused diagnosis codes and upcoded to obtain increased reimbursements
for patients admitted with pneumonia.

CMS reimburses hospitals for the inpatient stays of Medicare patients through a coding-
assignment system. The code assigned to a claim by the hospital dictates the amount of money
CMS reimburses the hospital for that inpatient stay. In the pneumonia area, hospitals have a
pattern of assigning pneumonia codes that suggest that the pneumonia was caused by specific
types of bacteria, when, in fact neither the physician nor the laboratory results have identified
the bacteria  corresponding to the code assigned by the hospital.  By assigning a code that
suggests that certain bacteria were present when they were not, a hospital will be reimbursed
about $2,200 more than it otherwise would have received for that inpatient claim.

Because pneumonia is a high-volume cause for admission for the Medicare population,
this relatively simple upcoding scheme can mean a vast increase in Medicare reimbursements
for hospitals.

4. PPS Transfer Project

The PPS Transfer Project, which began in 1999, involves alleged Medicare overbilling by 
hundreds of hospitals nationwide by miscoding patient "transfers" as patient "discharges." The
hospitals generally receive a certain payment



amount  from Medicare  when a  patient  is  discharged,  and only a  pro rata  portion  of  that
amount when the patient is transferred to another PPS hospital.

C. Preemptive Suits

In recent years,  in response to FCA enforcement efforts, some potential  defendants
have  sought  to  preempt  the  ability  of  the  DOJ  to  bring  suit  under  the  FCA by  seeking
declaratory and injunctive  relief  against  the United States  prior  to any filed action by the
United States. 162 Although these efforts have not succeeded, their presence indicates the depth
of concern by providers and their counsel with the use and enforcement of the FCA, and the
ability of providers to coordinate in responding to perceived broadly based investigations.

VIII. CONCLUSION

Many issues surrounding the FCA continue to evolve and as yet remain unresolved.
Uncertainty about the constitutionally permissible scope of the qui tam provisions may affect
the flow of information from potential whistleblowers. New theories of civil prosecution in the
realm of kickbacks and pharmaceutical fraud have emerged. Corporate integrity agreements,
now incorporated in most civil settlements with corporate health care entities, are new tools
that  HHS  can  use  to  administratively  oversee  corporate  providers.  In  light  of  the  huge
financial  settlements  obtained  during  the  past  decade,  there  can  be  little  doubt  that  civil
enforcement will continue to play a primary role in the investigation and prosecution of health
care fraud.

___________________

162see, e.g., Cedars-Sinai Med. ctr. v. Shalala, 125 F.3d 765 (9th Cir. 1997), appeal after remand, 177 F.3d 1 126
(9th Cir. 1999); Ohio Hosp. Ass'n v. Shalala, 978 F. supp. 735 (N.D. Ohio 1997), aff'd in part, rev'd in part, 201
F.3d 418 (6th Cir. 1999), cert. denied, 531 U.S. 1071, 121 S. ct. 762 (2001); New Jersey Hosp. Ass'n v. United
States, 23 F. Supp. 2d 497(D.N.J 1998).
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I. INTRODUCTION

More than 90 years ago, with the passage of the Federal Food and Drugs Act,1 Congress
adopted a stringent set of rules governing the distribution of drugs for human use. Congress
substantially expanded these rules regarding drugs with the passage of the Federal Food, Drug,
and  Cosmetic  Act  in  1938.2  In  the  mid-1970s,  Congress  added  significant  requirements
regarding the distribution of medical devices for human use.3 Like the earlier rules regarding
drugs, the medical device rules set forth an extensive series of requirements and regulations
with  which  anyone  seeking  to  distribute  such  devices  for  human  use  must  comply,
Compliance with these largely parallel requirements for the distribution of drugs and medical
devices is required whether the human use is fora clinical trial to demonstrate the safety and
efficacy of the drug or device, or to sell an or device as a generic product where someone else
at some earlier time has already proven the drug or device's safety and efficacy.

A. Potential for Health Care Billing Fraud

Although compliance with these requirements and regulations does not appear to be a
matter of health care billing fraud, the rules regarding Medicare coverage do in fact dovetail



with the drug and medical  device requirements.  For the most drugs, medical  devices,  and
medical  procedures  that  have  not  been  approved  for  human  use  by  the  Food  and  Drug
Administration (FDA) are considered experimental and thus not covered by Medicare (and
most insurers).4 The drug and medical device laws are designed to prohibit the sale of unsafe
and ineffective drugs and medical devices to consumers—patients— not in a position to make
a reasoned judgment for themselves. The sale of unapproved drugs and medical devices—and
specifically the billing to Medicare for such drugs and devices that have been provided to
Medicare  program  beneficiaries—may  be  a  matter  of  billing  fraud  that  can  expose  a
manufacturer or a provider to criminal charges, significant financial penalties, and potentially
even exclusion from one or more federal health care programs.5

B. Liability of Manufacturers

1. Criminal Prosecution

Certain  types  of  Medicare  or  Medicaid  fraud  may  expose  CLIENT to  the  strict
sanctions  of  the  Food  and  Drug  Act.  A  manufacturer  who  promotes  a  drug  for  an
unapproved use may have misbranded its drug; 6 at the same time,

4The Medicare reimbursement policies are discussed infra Section ll. See infra Chapter 8, Section Ill-
B.6. (Advisory Opinion re the new surgical treatment and special approval for coverage).

5see, e.g., United States v. C. R. Bard, Inc., 848 F. supp. 287 (D. Mass. 1994). In this prosecution of C.
R. Bard, Inc., a major medical device manufacturer, for the unlawful distribution of unapproved heart catheters,
fully one-half of the $61 million global settlement paid by Bard was compensation to the Department of Health
and Human Services (HHS) for inappropriate payments by Medicare for unapproved heart catheters. Bard did
not sell the catheters directly to the Medicare program. Rather, Bard sold its products to hospitals that in turn
sold those catheters  to patients.  Roughly half  of those patients  were Medicare-program insured.  Thus Bard,
although not a direct provider to the Medicare program, agreed as a part of the global resolution of its criminal
and civil liability to pay back Medicare for the cost of catheters, not approved for sale by the FDA, that had been
sold to hospitals. 

6But see Long v. Rhone-Poulenc Rorer Pharmaceuticals, Inc., 1999 WL 680867, at *2(N.D. Ohio 1999)
(unpublished order) ("to the extent that the FDA has undertaken to regulate



the  manufacturer  may  be  encouraging  billing  fraud  by its  customers.  Thus,  attorneys  for
CLIENT,  whether  advising  him  on  the  propriety  of  future  transactions  and  business
relationships or advising him on the subject of an ongoing investigation for past
behavior, must consider the potential legal liability for billing fraud for Food and Drug Act
violations.

First, CLIENT’s attorney must assess the potential application of the strict, noscienter
provisions of the Food and Drug Act's criminal provisions.7 These provisions can impact not
only the manufacturer  of the unapproved drug or medical  device,  but also the health  care
provider who ultimately sells the product to, or uses it upon, a Medicare program beneficiary.

Second,  the  health  care  fraud  prosecutor  should  consider,  in  an  investigation  of  a
manufacturer  for  failure  to  comply  with  the  Food  and  Drug  Act,  whether  such  willful
violations resulted in the improper billing for such drugs or medical devices to the Medicare
and  Medicaid  programs.8  It  may  be  appropriate  in  such  instances,  depending  on  the
egregiousness of the conduct, to extract a financial penalty from the manufacturer for such
fraudulent sales, regardless of whether the program beneficiaries would have necessarily used
a competing product (i.e., there would have been a billing to the program anyway).  9  Even
where there may have been little or no actual loss—for instance,

off label marketing, such regulation has been in the form of 'guidances.' These Guidances restrict dissemination
to doctors of reference texts and journal articles discussing use of drugs in ways that 'may not be consistent with
FDA-approved labeling for  the product'  and relate  to  promotional activities  in  conjunction with educational
programs for doctors regarding research into potential uses beyond those indicated in the FDA label. Neither
Guidances is a binding statement of public policy.").

7See, e.g., United States v. Jacobson, 15 F.3d 19, 21 (2d Cir. 1994) (licensed pharmacist convicted of
conspiring to receive misbranded and adulterated drugs that had been "obtained through Medicaid fraud, illegal
use of samples,  or outright theft");  United States v. Dino, 919 F.2d 72, 73 (8th Cir. 1990) (pharmacist  who
purchased and resold drug samples convicted of mail and wire fraud charges, as well as Food and Drug Act
violations,  including  receiving  and  delivering  adulterated  and  misbranded  drugs  in  violation  of  21  U.S.C.
§§331(c) & 333(b)), cert. denied, 502 U.S. 808 (1991).

8See United  States  v.  Vitek Supply Corp.,  144 F.3d 476,  491 (7th Cir.  1998) (observing that  the
defendants caused harm to the public through their violation of the FDA rules and that purchasers unaware of a
product's adulteration did not receive the benefit of the bargain when they purchased the adulterated product),
cert. denied, 525 U.S. 1 138 (1999). Compare United States v. Prigmore, 1996 WL 464030, at *l (D. Mass. Aug.
7, 1996) ("Count  I of the indictment charged  that  Defendants  had conspired to defraud  the Food and Drug
Administration l hospitals, patients and doctors through an allegedly fraudulent scheme involving the sale of
adulterated heart catheters and concealment of information from the FDA."); Dino, 919 F.2d at 74 (by reselling
samples with unknown expiration dates, "customers were denied basic safeguards which drug companies take
some pains to provide"; such conduct constitutes "fraudulent misrepresentation for profit" sufficient to prove a

scheme to defraud in violation of 18 U.S.C. §1341), vacated and remanded, 243 F.3d I (1st Cir. 2001
9 Vitek Supply, 144 F.3d at 488. In that case, a meat processor purchased from the defendant Vitek Supply Corp. 
an adulterated drug and fed that drug to cattle. After its discovery of the adulterated drug shipments, the FDA 
questioned whether the beef from the cattle also was adulterated. Rather than litigate with the FDA about whether
sale of the beef would constitute the sale of adulterated food, the meat processor chose to destroy the animals. 
The financial loss 10 the meat processor was significant. At the sentencing of Vitek Supply, the district court 
included that loss in calculating the defendant's fraud. But see United States v. Chatterji, 46 F.3d 1336, 1340 (4th 
Cir. 1995). In Chatterji, the defendant and his company committed three forms of regulatory fraud. First, they 
submitted an abbreviated new drug application (ANDA,



although there was a fraud in procuring FDA approval for the drug or medical device, the drug
or  medical  device  nonetheless  worked  for  most  consumers  as  represented  10—a  fraud
prosecution may still be wan-anted where each consumer was subjected to an enhanced risk of
loss (potential monetary and personal injury) by virtue of the fraud in the approval process.11

Third, the prosecutor must consider whether the purchaser of the drug or medical device
should bear some financial responsibility for the knowing sale of unapproved process or devices
to federal health care program beneficiaries.

A key case in this area is  United States v. Marcus.12 In Marcus, the president of a drug
manufacturing company conspired with others to modify the formula of a drug used to treat
heart arrhythmias and then to sell the drug as modified, all without prior FDA approval. The
modified  drug was  of  unknown safety  and  efficacy:  Neither  Marcus  nor  his  company  had
conducted any safety or efficacy studies of the drug with the new formula. A core question at
Marcus' sentencing for conspiring to defraud the FDA was: What loss had consumers of the
drug suffered  by the  changes  that  Marcus  had approved?  The Fourth Circuit  held  that  the
appropriate measure of loss for sentencing purposes was

described infra Section Ill.C.2. b.) to the FDA for approval of a generic cling which falsely described the number of
batches upon which the manufacturer had conducted stability testing. Second, the defendants, after FDA approval
of the application for another dilig, made some minor changes in the approved formula without obtaining prior
FDA approval. Third, in annual reports for the drug submitted post-approval to the FDA, the defendants lied and
affirmatively falsely stated that no changes had been made in the drug's formula. None of this conduct. however,
affected either drugs' efficacy or safety; the drugs worked and contained active ingredients precisely as required by
the ANDA.  At  sentencing,  the  court  concluded that  "there  was  no loss  to  the consumers  of  vancomycin  and
ritodrin." Id. at 1341. "In sum, this is not a situation in which a drug with fraudulently-obtained FDA approval
harms consumers, rails to produce its intended effects, or is something less than it is represented to be. We have
little doubt that economic loss would exist in such situations." Icl. at 1342.

10(United States v. Haas. 171 F.3d 259, 269 (5th Cir. 1999) There would be no economic harm done to the
customers if they consumed the drug in ignorance of the lack of FDA approval and those drugs performed just as
well as FDA-approved chugs.").

11 For example, a consumer may assume, in purchasing a drug or device, that it had been approved by the
FDA as safe and effective for the intended use (with the risks as stated on the labeling). However, it' the company
seeking FDA approval had lied or hid relevant facts in procuring that approval, the true facts may demonstrate that
the drug or device had more risk or was less effective than in fact it was represented to be. Each consumer thus may
have been exposed to a risk of failure—and potentially personal harm—that he or she had not bargained for in
purchasing the drug or device. See, e.g., United States v. West, 2 F.3d 66, 71 (4th Cir. 1993) (actual loss resulting
from the defendants' fraud "lend(ed) not to reflect adequately the risk of loss created by the defendant's conduct").
Compare Morissette v. United States, 342 U.S. 246, 255—56 (1952) ("Many violations of such regulations result in
no direct or immediate injury to person or property but merely create the danger or probability of it which the law
seeks to minimize.").  But see Vitek Supply,  144 F.3d at 491. In  Vitek Supply,  the court  observed that  merely
because a product has an unknown risk (it was adulterated) to a consumer, one cannot automatically conclude that
the product had no value to that consumer. In noting that some consumers might choose to consume an adulterated
product and that the appropriate measure of loss is "the difference between what the consumer would have paid if
she has all the facts, and the price the consumer actually paid," the court observed that "[p]eople take a wide variety
of health risks; for instance, the knowing ingestion or cenain carcinogens can be considered almost commonplace."
101. 

12 82 F.3d 606 (4th Cir. 1996).



the gross sales of the offending drug; the court concluded that because the drug has sold did not
meet FDA specifications, it had no value to Consumers.

The marketing of a drug employing an unapproved and untested formula, when the
modification presents the potential to affect the safety, therapeutic value, or bioequivalence
of the drug, renders the drug of unknown efficacy and safety; the sale of a drug represented
to possess FDA approval under those circumstances does not provide consumers with the
benefit of their bargain. In other words, such a change prevents the drug from being that
which it purports to be. Given the unchallenged finding that consumers would not purchase
a drug of unknown safety and efficacy at any price, the district court correctly concluded
that (the defendant's) gross sales were the appropriate measure of the actual loss suffered
by consumers. 13

Although Marcus did not involve a prosecution for fraud (the crimes charged were title 21
offenses), the language used by the Fourth Circuit is instructive for fraud prosecutions. If a drug
sold has  no value  to  consumers,  then those consumers  have  in  fact  been defrauded in  their
purchase of the product; to the extent that an insurance program like Medicare has paid for that
product "of no value," then that insurance program also has been defrauded.

Marketing practices of drug and medical device manufacturers can run afoul of both the
antikickback act14 and health care fraud statutes15 Gifts of free samples of expensive prescription
drugs may constitute  illegal  inducements  by manufacturers  to get  physicians  to purchase the
manufacturers' product. Physicians who then bill Medicare or Medicaid for those free samples
commit a billing fraud; where that billing was encouraged by the manufacturer as a part of a
kickback scheme, both may be charged for a conspiracy to defraud

____________
13Id. at 610. Compare United States v. Prigmore, 1996 WL 464030 (D. Mass. Aug. 7, 1996), vacated

and remanded on other grounds, 243 F.3d I (1st Cir. 2001 and United States v. Castner, 50 F.3d 1267, 1276 (4th
Cir. 1995). In Prigmore, the defendants conspired to defraud the FDA by approving changes in the design of
balloon angioplasty heart catheters, a Class Ill medical device (defined, infra. at section Ill.C. I .c), and then
selling the devices as changed to consumers without seeking prior FDA approval. In determining what loss, if
any, consumers of the modified catheters had suffered, the court ruled that "[e]conomic loss should be calculated
based  on  what  the  consumers  expected  to  receive,  contrasted  with  the  benefit  they  actually  received";
"consumers who purchased the [catheters that did not, by virtue of unapproved changes, have FDA approval]
suffered  no  greater  rate  of  economic  harm than  they  would  have  suffered  had  they  purchased  a  similarly
designed catheter that had been approved by the FDA." Prigmore, at *6. In Castner, defendants were prosecuted
in part for supplying non-OEM (original equipment manufacturer) parts to the Navy when the contract with the
Navy required OEM parts. Upon conviction, the defendant argued that loss for sentencing purposes should not
include profits but rather only loss to the Navy and that the Navy had "suffered no loss because it got what it
bargained for under the contract: serviceable parts." Castner, 50 F.3d at 1275. The Fourth Circuit affirmed the
district court's rejection of this argument: Thus, although Appellants contend that none of the GRI [company's]
parts have malfunctioned, the Navy did not receive what it bargained for under the contract. The district court
correctly determined that the amount of money unlawfully taken—the illegal profit— is an adequate measure of
loss under §2Fl.l. The district court also properly found that the material profits were a correct measure of loss
because the Navy did not receive the benefit of what it bargained for under the contract (OEM-approved parts).

Id. at 1276-77.



1442 U.S.C.
15E.g., 18 U.S.C. §1347.



Medicare. If the drug is a new variant of a previously approved drug that the FDA has
not approved in the new form, then the distribution of the drug also may violate the strict
provisions of the food and drug laws. 16

2. Private Litigation

A criminal prosecution against CLIENT for Food and Drug Act violations and health
care  fraud charges  may not  be the  only form of  sanctions  that  a  manufacturer  may face.
Because of the various protections inherent in the Food and Drug Act, as well as the fraud
statutes,  a manufacturer  who ships an adulterated drug or medical  device that is resold to
Medicate  and  other  health  insurance  program  beneficiaries  also  may  face  extensive  and
significant private litigation.17 The Food and Drug Act does not itself create private rights of
action  to  enforce  or  restrain  violations  of  its  provisions  and  accompanying  regulations;18

however, the fact that a violation of the Food and Drug Act occurred may give rise to a fraud
claim: "Because Company A violated the Act in manufacturing the device that my doctor used
in me, the device was not safe and effective and it broke, causing me personal and financial
injury.”19

16See,  e.g.,  United  States  v.  Hughes.  823  F.  supp.  593,  605  (N.D.  Ind.  1993)  ([C]ount  7  of  the
indictment  charges  the  defendant  with  a  three-pronged  conspiracy:  (l)  to  defraud  the  Food  and  Drug
Administration  by  impeding,  impairing,  obstructing  and  defeating  its  lawful  government  functions:  (2)  to
unlawfully offer rand pay gratuities to physicians in connection with the sale of medical devices: [and] (3) to
use the United States mails in furtherance of a scheme to defrauds").

17See, e.g., In re Orthopedic Bone Screw Prods. Liability Litig., 193 F.3d 781 (3d Cir. 1999) (class
action suit filed against manufacturers of orthopedic screws, alleging criminal violations of the Food and Drug
Act in the shipment of adulterated medical devices); Eli Lilly & Co. v. Roussel Cow. 23 F. Supp. 2d 460 (I).
N.J. 1998). In Lilly, the defendants had manufactured overseas and imported into the United States a generic
drug  approved  by  the  FDA  through  the  ANDA  process.  Subsequently,  the  FDA  determined  that  the
defendants' ANDA contained false and misleading information, forcing the recall of the generic drug. The
manufacturer of the pioneer or innovator Lilly, sued the defendants for sales losses it suffered as a result of the
introduction of the generic drug. See also Robbins v. Moore Med. Corp., 894 F. Supp. 661, 671 (S.D.N.Y.
1995). In Robbins, a publicly traded company purchased a drug manufacturer that had made changes in the
formula approved by the FDA for making a particular drug, without securing the FDA •s approval for those
changes in the formula. Upon discovery of the problem after the purchase, the publicly traded company halted
production, destroyed inventory, and recalled products that did not meet FDA specifications. Nonetheless. it
was sued for securities fraud for, in pall, "non-disclosure of the FDA 'Recipe Issue.' "Although the Robbins
litigation was not successful for the shareholder (the court granted summary judgment for the defendant), the
suit demonstrates the extent to which the failure to comply with the Food and Drug Act is used as a basis for a
claim of fraud.

18see,  e.g.,  Gile  v.  optical  Radiation  com.,  22  F.3d  540,  544  (3d  Cir.  1994);  PDK  Labs,  Inc.  v.
Friedlander. 103 F.3d 1 105 (2d Cir. 1997).

19Compare Buck-man Co. v. Plaintiffs Legal Comm., 531 U.S. 341 (2001 ) (patients claiming injuries from 
orthopedic bone screws pursued state law "fraud on the FDA" claims; such claims held impliedly preempted by 
Federal Food, I)mg, and Cosmetic Act): Blue Cross & Blue Shield of N.J. v. Philip Morris, Inc., 133 F. Supp. 2d 
162 (E D. N.Y. 2001) (existence of scheme of federal regulation did not prevent suit by health insurer under 
consumer protection act for increased medical expenses to subscribers premised on manufacturer's alleged 



misrepresentations about products); Eli Lilly, 23 F. Supp. 2d at 479—80 (Lanham Act allegations in complaint 
alleging that defendants had misrepresented that they had properly obtained FDA approval were dismissed where
plaintiff-innovator drug manufacturer had not alleged that the generic drug



This  chapter  first  discusses  Medicare  reimbursement  policy  for  new procedures-  and
drugs and medical devices. Next, it presents the essential elements and structure of the Food
and Drug Act.  Finally,  the chapter  details  prohibited  activities,  criminal  prosecutions,  and
debarment  and  suspension.  In  particular,  the  discussion  focuses  upon  those  regulatory
requirements most likely violated in the commission of a billing fraud or whose violation is
most likely to result in a billing fraud.

II. MEDICARE REIMBURSEMENT POLICIES

A. Coverage for New Procedures, Drugs, and Devices

Medicare, as discussed in Chapter 3, is statutorily authorized and required to pay for
health care provided to Medicare program beneficiaries where that care is "reasonable and
necessary"  to  the  diagnosis  and  treatment  of  a  condition  of  the  beneficiary.  For  widely
accepted, routine treatments, questions of coverage and reimbursement are never an issue. For
new  procedures,  drugs,  or  medical  devices,  or  wholly  new  uses  of  established  drugs  or
devices,  whether  Medicare  will  pay for  the  specific  care  is  immediately  at  issue.  This  is
especially true in the development of a new procedure, drug, or device. 20

By definition,  a new, untested drug or medical  device cannot be necessary for the
treatment of a patient. The drug or device might solve or improve the patient's health issue; it
also might kill the patient or have no impact on the patient's medical condition. Although a
physician's decision to use an untested drug or device may be an issue of medical judgment, it
also is an issue of insurance coverage, for both Medicare and other insurers.

Thus, a tension is created between the development of new and significant advances in
the  field  of  medicine  and  the  payment  through  the  various  insurance  programs  for  the
treatment of patients. A patient, faced with a desperate health issue, may choose to use an
untested mode of treatment, including one that poses serious safety issues. If the patient is
insured,  an issue regarding payment  for the untested mode of treatment  is  presented.  For
patients insured by Medicare, the coverage question is in pan governed by statute: Medicare
can  pay only  for  treatments  that  are  "reasonable  and  necessary."  Private  insurance  often
specifies by contract that unproven, experimental procedures are not covered.

This issue is one of great significance. Twenty years ago, for example, the treatment of
coronary artery disease through balloon angioplasty was unheard of—the safety and efficacy
of that procedure was not proven and Medicare (and most other insurers) did not pay for it.
Today, Medicare spends hundreds

produced by defendants was not generic,  was not bioequivalent to the innovator drug, or was not "safe and
effective").

20Because  Medicare  pays  for  few  prescription  drugs,  this  issue  is  principally  one  for  the  insurance
coverage of new medical devices and new medical procedures. Reimbursement under Medicaid is available in
most circumstances for "covered outpatient drugs." 42 U.S.C. § 1396b(i)(10). Covered outpatient drugs do not
include drugs that are "used for a medical indication which is not a medically accepted indication." 42 U.S.C.
§1396r-8(k)(3). As stated in §1396r-8(k)(6), a medically accepted indication includes a use "which is approved
under the Federal Food, Drug and Cosmetic Act" or which is included in a specified drug compendium





of millions  of dollars  for  thousands of  such procedures  annually.  In the interim,  the
safety and efficacy of the procedure was demonstrated through rigorous human clinical
and other testing, and the FDA approved the distribution of the balloon catheters for that
use.  Given  the  demonstration  of  safety  and  efficacy  and  the  FDA  approval  of  the
procedure,  not  to  mention  its  widespread  acceptance  in  the  medical  community,
Medicare and virtually all other insurers approved payment.

In contrast, more than 20 years ago, some within the medical community urged the
use of laetrile as a treatment for cancer. Although never approved for use in the United
States and never demonstrated to be safe and effective to the FDA, desperately ill patients
suffering from terminal cancer traveled abroad for laetrile treatments. Those patients, for
the most part,  bore that expense themselves regardless of whether they were Medicare
beneficiaries.  Here  in  the  United  States,  and  in  part  because  the  procedure  was  not
accepted by the medical  community as safe and effective for the treatment  of cancer,
laetrile "therapy" was not paid for by Medicare or Medicaid.

The FDA is charged with the approval of the safety and efficacy of new drugs and
medical devices. The Centers for Medicare and Medicaid Services (CMS)  21  must make
decisions regarding Medicare program policies and coverage, within the limited pool of
resources contained in the Medicare Trust Fund. CMS has, to some extent, delegated its
responsibility to Medicare carriers.  22  Given the number of carriers, and the absence of a
clearly stated national policy, the decision whether to reimburse a particular procedure, at
least in the beginning of its use, is and has been decentralized. At times, the process has
seemed somewhat ad hoc.23

The reimbursement issue occurs at the margins—in the development and quest for
acceptance,  when the safety and efficacy of a procedure is  not yet  known or accepted.
Fraud also occurs at those margins. Providers use a new, unapproved procedure, but call it
something else to obtain reimbursement. A manufacturer makes a significant change to an
FDA-approved  device—a  change  affecting  the  safety  or  efficacy  of  the  device—and
markets  and  sells  it  for  human  use  without  getting  FDA  approval  for  the  change.  A
manufacturer discovers that a drug approved to treat a particular disease can be used to treat
other medical conditions and begins pushing the sale of the drug for those other

21  Effective July l, 2001, the former Health Care Financing Administration (HCFA) was renamed the
Centers for Medicare and Medicaid Services (CMS). For the purposes of this chapter, references typically will
be to CMS.

22Medicare:  Technology Assessment and Medical  Coverage Decisions,  GAO Report  (July 20, 1994),
reprinted in [1994] Medicare & Medicaid Guide (CCH) at 41 ,092 ("Medicare technology assessment, which is
the basis of coverage decisions with respect to new treatments and devices, is to a minor extent performed by
the Office of Health Technology Assessment in the Public Health Service's Agency for Health Care Policy and
Research and is to a more significant extent performed by the various carriers and intermediaries.").

23 [1994] Medicare & Medicaid Guide (CCH) (142,523, at 41 ,093. ("HCFA makes few national coverage 
decisions each year and does not devote substantial resources 10 technology assessments. HCFA relies on its 
claims processing contractors to make coverage decisions for their local areas. In making these local coverage 
decisions, some contractors develop their own criteria and processes; others do not use any formal criteria. Some 
create internal committees to perform technology assessments, although others have a more informal process.").



purposes, without seeking FDA approval for that expansion24 The providers or companies that
choose not to seek FDA approval for these changes not only potentially run afoul of the Food
and Drug Act.  but  also  potentially  conspire  to  commit  a  billing  fraud on Medicare.25 As
Medicare  pays  only  for  procedures,  drugs,  and  medical  devices  that  are  reasonable  and
necessary, unsafe and ineffective medical procedures, drugs, and devices cannot be reasonable
or necessary; a procedure performed with a device that has not been approved as safe and
effective  by  the  FDA  cannot,  as  a  matter  of  logic,  be  reasonable  and  necessary  for  the
treatment or diagnosis of a patient's medical condition.26 That also means, as a matter of law,
that the Medicare program may not pay for the procedure, drug, or device.

A second tension may be presented by differences between a patient's wishes and the
Medicare program's reimbursement policies. A patient may choose to run an unknown risk: A
terminally  ill  cancer  patient  may  choose  to  try  laetrile  knowing  that  it  has  never  been
demonstrated  to  work;  or  a  patient,  on the recommendation  of  his  or  her  physician,  may
choose to use an approved drug for an unapproved use, and thus run the risk of failure or
adverse reaction. Medicare—the insurer—may make a policy decision based upon its limited
resources  that  it  cannot  pay  for  such  medical  gambling.  A  billing  to  the  insurer  for  the
experimental treatment thus can be a fraud on the Medicare program where there was in fact
no fraud on the patient.

B. Coverage for Investigational Devices

In 1995, Congress somewhat standardized the policy regarding investigational devices
with  the  enactment  of  42  C.F.R.  §§405.201  et  seq.  That  regulation,  entitled  "Medical
Services Coverage Decisions that Relate to Health Care

_______________
24  See,  e.g.,  United  States  v.  Hiland,  909  F.2d  1  1  14,  1  121-22  (8th  Cir  1990)  ("Physicians  and

pharmacists  also  testified  .  .  .  that  they  assumed  E-ferol  had  been  approved  by  the  FDA  because  [the
manufacturer had] targeted [it] for the treatment of RLF [retrolental fibroplasia] in premature infants.").

25  United  States  v.  Chatterji,  46  F.3d  1336,  1342 (4th  Cir.  1995)  ("[W]hen a  drug  possesses  FDA
approval,  poses no threat to the health and well-being of the consumer,  and meets all of the goals of FDA
requirements for safety and efficiency [sic], there can be no actual, monetary loss attributable to the regulatory
fraud by which FDA approval was obtained."). But see United States v. Castner, 50 F.3d 1267, 1276 (4th Cir.
1995). In Castner, the Fourth Circuit held that where the contract with the Navy required OEM parts, loss for
purposes of sentencing was equal to the profits that Defendant Corporation earned by selling to the Navy non-
OEM  parts,  even  though  none  of  the  non-OEM  parts  malfunctioned  and  all  were  serviceable/worked.  In
asserting that the Navy did not get what it bargained for—OEM parts—the Fourth Circuit distinguished its own
opinion in Chatterji by noting that Chatterji "did not involve product substitution where the product sold was not
what it  was claimed to be." 101. at 1276 n.8. Thus, the Fourth Circuit  appears  to focus its inquiry on the
existence of FDA approval for any purpose, not for a specific purpose, in determining loss. Such an approach
does not seem to reflect the FDA's role in insuring safety and efficacy of a product for a particular purpose.
26 Reeves v. AcroMed Corp., 44 F..3d 300, 301 (5th Cir. 1995) ("The jury also found that [plaintiff] would not 
have permitted her surgeon to implant AcroMed's device if she had known that the device was unapproved for 
use in the spine.").



Technology,"  sets  forth  general  policy  parameters  regarding  Medicare  reimbursement
decisions  for  investigational  devices  that  "have  been  categorized  as  non-
experimental/investigational."27

In  essence,  this  section  governs  the  question  of  Medicare  insurance  coverage  for
devices  that have not yet  received final  FDA approval  and that  are  being used in human
clinical trials pursuant to an investigational device exemption. Such devices are divided by the
FDA  into  two  categories:  (I)  experimental/  investigational  (category  A),  and  (2)
nonexperimental/investigational (category B).2S Section 405.201 (a)(I) specifies that CMS will
use the FDA categories for medical devices in making Medicare coverage decisions.29

1. Experimental/ lnvestigational (Category A) Devices

Experimental/investigational or category A devices are "innovative devices believed to be
in Class Ill" for which "absolute risk" of the device has not been established; that is, initial
questions of safety and effectiveness have not been resolved and the FDA is unsure whether
the device type can be safe and effective.30

Thus, a category A device—one that is experimental and investigational, and as to which
the absolute  risk has not been established—is  not covered by the Medicare program.  In
addition, Medicare does not cover any "medical and hospital services that are related to the
use" of such devices.3l

2. Nonexperimental/Investigational (Category B) Devices

Section 41 1.15(o) provides that experimental or investigational devices "are excluded
from coverage" unless they are categorized by the FDA as "nonexperimental/investigational
(Category B)." Nonexperimental/investigational or category B devices are devices "believed
to be in Class I or Class Il" or "in Class Ill for which the incremental risk is the primary risk
in question (that is, underlying questions of safety and effectiveness of that device type have
been resolved), or it is known that the device type can be safe and effective because, for
example, other manufacturers have obtained FDA approval for that device type.”32

A category B device is reimbursed at "the amount that would have been paid for a
currently used device serving the same medical purpose that has been approved or cleared
for marketing by the FDA "33

____________
2742 C.F.R. §405.201(a)(2).
2842 C.F.R §405.203(a)(1)&(2).
29Pursuant to 42 C.F.R. §405.213, a sponsor that does not agree with the FDA categorization of the

device may first appeal to the FDA (subpart (b)) and thereafter to CMS (subpart (a)).
3042 C.F.R. §405.201(b). For a full discussion of device classes, see infra Section III.C. l. 
3142 C.F.R. §405.207(a). Such services include (l) "all services furnished in preparation for the use of a

noncovered device, (2) services furnished contemporaneously with and necessary to the use of a noncovered
device, and (3) services furnished as necessary after-care that are incident to recovery from the use of the
device or from receiving related noncovered services." Id.

3242 C.F.R. §405.209(b).
3342 C.F.R. §405.209.



III. STRUCTURE OF THE FEDERAL FOOD AND DRUG ACT

A. Overview

The federal Food and Drug Act and its accompanying regulations34 are intricate and
complex. The law and regulations govern two categories relevant here: 35 drugs and medical
devices.  A similar  regulatory statutory structure exists  for both categories.  After  defining
"drugs" and "devices" and a host of other terms, the Act specifies when a drug or a device is
"adulterated"  or  "misbranded."  Then,  the  law prohibits  a  number  of  acts  with  respect  to
adulterated or misbranded drugs and devices. One who commits one of those acts is guilty of
a misdemeanor;  where the act was committed with "intent  to defraud" or where it  is  the
offender's second misdemeanor conviction, felony sanctions apply.36

In conjunction with these requirements and prohibitions, the law imposes a number of
affirmative obligations on drug and device manufacturers. First, manufacturers must maintain
certain types of production records. They must seek approval from the FDA for new drugs and
for certain kinds of medical devices before distributing such items in interstate commerce for
human use; those requests must include extensive documentation of laboratory, animal, and
human testing  (where appropriate).  Manufacturers  also must  seek approval  from the  FDA
before using unapproved and experimental drugs and devices in human investigations. Often,
it is for a failure to comply with one of these required activities that felony or misdemeanor
culpability for a prohibited act is premised. 37

Second, the food and drug law governs not only the finished product— that is, whether
the  drug or  device  is  safe  and effective  for  the  medical  condition  for  which  it  has  been
designed—but also the process by which the product is made—that is, whether the process is
capable of producing the safe and effective product for which the corporation has obtained
FDA approval. 38 A process must be capable of making the drug or device as approved. In lay
terms, not only does the recipe require prior approval, but the FDA also must inspect and
approve the kitchen and the brewing process followed at the hearth.

3421 C.F.R. §200 et seq.
35It should be noted that the Food and Drug Act also contains a series of prohibitions regarding food and

cosmetics and that there is a significant body of regulations regarding the distribution of food and cosmetics. See
21 U.S.C. §331 (a). Regulations and the laws regarding food and cosmetics, to the extent different from those
applicable to drugs and medical devices, are not discussed in this chapter.
             3621 U.S.C. §333(a)&(b)

37see, e.g., United States v. Chatterji. 46 F.3d 1336, 1338 (4th Cir. 1995) (inter alia, ANDA submitted by
defendants' company 10 the FDA to seek approval to distribute vancomycin referenced stability records for three
batches of the drug, as required by FDA guidelines, when in fact only one acceptable batch had been produced
and tested). See 

38see,  e.g.,  42  U.S.C.  §§1395y(a)(1),1395f(b)(1),  1395x(v)(1)(A),  1395m(j)(2)(B)  see  also  St.  John's
Hickey Mem'l  Hosp.,  Inc.  v. Califano,  599 F.2d 803, 810 (7th Cir.  1979); Heckler  v.  Ringer,  466 U.S. 602
(1984): Wilmot Psychiatric/Medicenter Tucson v. Shalala, 11 F.3d 1505 (9th Cir. 1993); American Med. Int'l,
Inc. v. Secretary of Health, Educ. & Welfare, 466 F. supp. 605 (D.D.C. 1979), aff'd, 677 F.2d 1 18 (D.C. Cir.
1981).





Third,  an  important  area  of  regulation  concerns  the  labeling  and use  of  the drug or
device. The FDA will approve a device or a drug for a specifically identified use (or uses).
Promotion by the manufacturer of the drug or device for any other use may render the device
as used in that unauthorized manner unapproved. Not only may that sale for an unapproved
use  violate  the  Food  and  Drug  Act,  but  the  buyer  who  seeks  Medicare  or  Medicaid
reimbursement also may be committing (knowingly or unknowingly) a billing fraud. Thus, a
manufacturer  who  promotes  a  drug  or  device  for  an  unapproved  use,  knowing  that  the
physician or hospital that purchases it for that purpose will be using it to treat a Medicare-
insured patient, is potentially participating in a scheme to defraud the Medicare program.

As noted above, this section addresses only those portions of the Food and Drug Act
most  likely to  form the  basis  for  a  health  care  fraud investigation  or  prosecution  against
CLIENT.  However,  there  may  be  other  specific  and  fairly  narrow  prohibitions  and
requirements  that  apply  to  a  particular  fact  situation  whose  provisions  may  affect,  for
example, judgments and determinations regarding knowledge and criminal intent to defraud.

B. Purpose of the Act

The  Federal  Food  and  Drug  Act's  purpose—to  protect  the  public—is  relevant  in
determining whether a prosecution should be pursued in the first instance, during the course of
a fraud prosecution, and in fashioning an appropriate penalty or remedy. Congress's primary
purpose in enacting the statute in 1906 "was to prevent injury to the public health by the sale
and transportation  in  interstate  commerce  of  misbranded  and adulterated  foods."39 As  the
Supreme Court has stated:

The purpose of this  legislation thus touch phases of the lives  and health  of people
which,  in  the  circumstances  of  modern  industrialism,  are  largely  beyond  self-
protection. Regard for these purposes should infuse construction of the legislation if it
is to be treated as a working instrument of government and not merely as a collection
of English Words 40

"[O]ne of the Act's core objectives is to ensure that any product regulated by the FDA is 'safe'
and 'effective' for its intended use.”41 Indeed, the Act "generally requires the FDA to prevent
the marketing of any drug or device where the 'potential  for inflicting death or physician
injury is not offset by the possibility of therapeutic benefit.'"42 Over the years, the Food and
Drug Act "has been amended in the light  of new developments  and with a view to more
effectively protecting the general public.”43

39United States v. Lexington Mill & Elevator co., 232 U.S. 399, 409 (1914). See also United States v.
Sullivan,  332  U.S.  689  (1948).  "[T]he  Act  as  a  whole  was  designed  primarily  to  protect  consumers  from
dangerous products"; it applies to articles from "the moment of their introduction into interstate commerce all the
way to the moment of their delivery to the ultimate consumer." 161. at 696.

40United States v. Dotterweich, 320 U.S. 277, 280 (1943).
41 FDA v. Brown & Williamson Tobacco corp., 529 U.S. 120, 133 (2000).
421d. at 134 (citing United States v. Rutherford, 442 U.S. 544, 556 (1979)). 
43United States v. Barnett, 587 F.2d 252, 254 (5th Cir. 1979).





The Food and Drug Act is "remedial" and should be "liberally construed so as to carry
out its beneficent purposes.''44 The Supreme Court has considered the statute as "plain and
direct" and its provisions to prohibit misleading and deceptive conduct as "comprehensive."45

"Deception  may result  from the  use  of  statements  not  technically  false  or  which  may be
literally true."46

C. Drugs

The term "drug" is defined in 21 U.S.C. §321 (g)(1) to include the following:

1. articles  "recognized  in  the  official  United  States  Pharmacopoeia,  the  official
Homeopathic Pharmacopoeia of the United States, or official  National Formulary"
and in any supplement to those listings,47

2. articles intended for use "in the diagnosis, cure, mitigation, treatment, or prevention
of disease in man or other animals ".48, and

3. articles intended "to affect the structure or any function of the body of man. "49

Included as well are components of any of the above categories.

Drugs have both "active" and "excipient" (i.e., inactive) ingredients. The former are
those items that cause the intended effect of the drug; the latter are such things as colorings,
coatings, binders, and capsules. 50  As defined in the Food and Drug Act, "drug" covers the
entire product and not just the active ingredients.  51  A "generic drug" is "a product that
contains the same active ingredients but not necessarily the same excipients as a so-called
'pioneer drug' that is marketed under a brand name "52 Generic drugs are sometimes referred
to as "me-too" or "copycat" drugs. 53

The Food and Drug Act also defines the term "new drug."54 A new drug is one where
the drug's composition "is such that such drug"

44Pasadena Research Lab, Inc. v. United States, 169 F.2d 375, 378 (9th Cir. 1948), cert. denied, 335 U.S.
853 (1948).

45United States v. 95 Barrels of Vinegar, 265 U.S. 438, 442 (1924).
46Id.
4721 U.S.C. 321(g)(1)(a)
4821 U.S.C. 331(g)(1)(b) see also United States v. Writers & Research. Inc., 1 13 F.3d 8, I (2d Cir. 1997)

(drug promoted as a treatment or cure for cancer is a drug controlled by the Food and Drug Act, regardless of
whether it also is a homeopathic drug).

4921U.S.C. 331(g)(1)(c); FDA v. Brown & Williamson Tobacco corp., 529 U.S. 120, 126 (2000).
See also United States v.  Poor,  230 F.3d 1365, 2000 WL 1341540 (8th Cir.  2000) (unpublished table
decision) (holding that a jury could find the substance GHB a drug within the meaning of the Food and
Drug Act, based on defendant's intended use of the product): United States v. Vitek Supply Corp., 144 F.3d
476, 484 (7th Cir. 1998) (where a substance is intended by a defendant to affect the structure or function of
the human body,  it is a drug within the meaning of the Food and Drug Act, regardless of whether the
substance in fact does affect the structure or function of the body).

50United States v. Generix Drug Corp., 460 U.S. 453, 454—55 (1983).
51 Id. at 453.
52Id. at 454-55.
53Id.



54New drug substance" is defined in the regulations at 21 C.F.R. §310.3(g).



l.  "Is  not  generally  recognized,  among  experts  qualified  by  scientific  training  and
experience to evaluate the safety and effectiveness of drugs, as safe and effective for
use  under  the  conditions  prescribed,  recommended  or  suggested  in  the  labeling
thereof,”55 or

2. "as a result of investigations to determine its safety and effectiveness for use under
such conditions, has become so recognized, but which has not, otherwise than in such
investigations,  been  used  to  a  material  extent  or  for  a  material  time  under  such
conditions.”56

Accordingly, a new drug is one that is "not generally recognized by experts to be safe and
effective."57 The term "new drug" includes  not  only the pioneer  drug but also all  generic
drugs.58

1. Investigational Use of a New Drug

With approval from the FDA, a new drug may be used in an investigation to determine
its safety and effectiveness; such an investigation may include human subjects. 59  To conduct
such an investigation, a manufacturer must first submit to the FDA, and secure its approval of,
an investigational new drug application (INDA).60

A clinical investigation of a new drug is a highly structured and regulated activity.61 The
governing regulations include specifications regarding the expected phases of such a study.  62

The INDA itself is a significant, lengthy

____________
55 21 USC 321(p)(1). See also United States v. Hiland, 909 F.2d Il 14, 1 124-25 (8th Cir. 1990).
5621 U.S.C. 321(p)(2)
57United States v. Richardson, 588 F.2d 1235, 1237 (9th Cir. 1978), cert. denied, 440 U.S. 947 (1979).

See also 21 C.F.R. §310.303 ("A new drug may not be approved for marketing unless it has been shown to be
safe and effective for its intended use(s)."). The concept of the "newness of a drug" is discussed in detail at 21
C.F.R. §310.3(h) and is defined to include a new substance; a new combination of drugs; a new treatment or
indication for a drug; a new dosage level for a drug; or a new method of treatment, administration, or condition
for use.

58 United States v. Generix Drug Corp., 460 U.S. 453, 461 (1983). The term "new drug" does not include
drug compounds under certain enumerated statutory exceptions. 21 U.S.C.§353a(a); Western States Med. ctr. v.
Shalala, 69 F. supp. 2d 1288 (D. Nev. 1999), affil in part, rev'd in part, 238 F.3d 1090 (9th Cir. 2001).

592 1 C.F.R. §§312.1 et seq. In  such an investigation, the manufacturer may not "make promotional
claims of safety and effectiveness of the drug for a use for which it is under investigation." 21 C.F.R.§312.7(a).
The manufacturer may not charge for such a drug without FDA approval, must in any application to the FDA for
approval of a charge demonstrate that "charging is necessary in order for the sponsor to undertake or continue the
clinical trial," and may not "commercialize an investigational drug by charging a price larger than that necessary
to recover costs of manufacture,  research,  development and handling of the investigational  drug."  21 C.F.R.
§312.7(d)(1), (3).

6021 C.F.R.§§312.1(a) & 312.3(b).
61 C.F.R. §314.126, entitled "Adequate and well-controlled studies," describes in considerable detail the

requirements of such studies.
622 1 C.F.R. §3 12.21. "Phase I " is designed "to determine the metabolism and pharmacologic actions of the drug
in humans, the side effects associated with increasing doses, and if possible, to gain early evidence on 
effectiveness." 21 C.F.R. §3 12.21 "Phase 2" includes "the controlled clinical studies conducted 10 evaluate the 
effectiveness of the drug for a particular indication or indications in patients with the disease or condition under 
study and to determine the common



submission to the FDA), and the fabrication of "blood and urine" data 70 After a 6-month trial,
all three defendants were convicted of a number of charges and, on appeal, the false statement
and  fraud  convictions  were  upheld.  In  its  review  of  the  evidence,  the  Seventh  Circuit
frequently noted the importance of certain falsified or omitted testing information to the FDA
in the performance of its duties.71

Keplinger  presents  two  interesting  points.  First,  the  charged  defendants  did  not
themselves  make  any reports  to  the  FDA; rather,  on contract,  they performed  testing  on
substances for a drug manufacturer that included the results of that testing in its submission to
the FDA. The manufacturer Monsanto was not prosecuted in the case; nonetheless, because of
the false  information  included in its  applications  to the FDA and because of  the  omitted
material information, Monsanto's two affected drugs were, or could have been considered,
"adulterated  "72  Monsanto,  in  the absence of  any evidence  of  complicity  on its  part,  was
appropriately not  criminally  prosecuted;  nonetheless  civil  false  claims  actions  could have
been brought to seek recovery from Monsanto and others for the sale of the adulterated drugs
to Medicare and other federal and state health plans. Although such an action would not likely
have been considered at the time of the Keplinger prosecution (the mid-1980s), today, such a
civil false claims suit likely would be pursued.

Second, the Seventh Circuit rejected a challenge to the mail fraud convictions of the IBT
executives under a theory that they did not have a statutory duty to disclose the omitted or
concealed information:

It  requires  no extended discussion  of  authority  to  demonstrate  that  omissions  or
concealment of material information can constitute fraud cognizable under the mail
fraud  statute,  without  proof  of  a  duty  to  disclose  the  information  pursuant  to  a
specific statute or regulation. "[w]hile the existence of a fiduciary duty is relevant
and  an  ingredient  in  some  mail  fraud  prosecutions…It  is  not.
essential in all such cases.”73

Although the Seventh Circuit concluded by noting that "fraud can be effected not only by
deceitful statements but also by statements of half-truths or concealment of material facts,"74

the court cautioned that not "every omission from a scientific report of potentially important
information  could  form  the  basis  of  a  mail  fraud  conviction  "75 Where  such  omissions,
however, are a part of a

_____________________
70 Id. 

71Id. ("Accurate mortality data is important because it provides evidence of a substance's impact on test
animals."), id at 684; (commingling of data "compromises the validity of a study"), id. at 686; ("the jury could
reasonably have concluded instead that findings were omitted because they were adverse to the conclusions
defendants wanted to draw"), id. at 688; ("omitted histopathology and post-mortem data could have affected the
FDA's decision about the safety of TCC"), id. at 689: (report backdated conceal all the conflicts in the interim
reports. to mask the falsifications in the data and to cover up important omissions"), id. 

72For the definition of adulterated drugs and devices, see infra Section IV.A.

           73United States v. Kepiinger. 776 F.2d 678, 697-98 (7th Cir. 1985), cert. denied, 476 U.S. 1183 (1986).

           74 1d. at 698.

           751d. at 699.



"scheme to defraud consisting of a wide variety of deceptive actions," they can be properly
considered as "part of the scheme.”76

2. Premarket Approval of Drugs

A. New Drugs

Before a "new drug" may be "introduce[d] or delivere[d] for introduction into interstate
commerce"  the  person  proposing  such  distribution  must  secure  FDA  approval  of  an
"application" to do so "with respect to such drug."77  The new drug application (NDA) must
contain the following:

1.  [f]ull reports of investigations which have been made to show whether or not
such drug is safe for use and whether such drug is effective in use78

2. "[a] full list of the articles used as components of such drug 79

3. “[a] full statement of the composition of such drug”, 80

4. "[a] full description of the methods used in, and the facilities and controls used for, the
manufacture, processing and packing of such drug,”81

5. samples of the drug and articles as required by the FDA; 82 and
6. specimens of the proposed labeling. 83

If the NDA is supported by the results of investigations that were not conducted "by or
for the applicant"84 and that form the basis of or were used in support of another person's
patent application, then the applicant also must

76Id.
7721 U.S.C. see also United States v. Richardson, 588 F.2d 1235, 1237-38 (9th Cir. 1978) ("Under 21

U.S.C. section 355(b). an application for approval of the new drug must be filed and the new drug cannot be
transported in interstate commerce without such approval."), cert. denied, 440 U.S. 947 (1979). Regulations set
forth at 21 C.F.R. §§314 et seq. govern the submission, content, supplementation, amendment, and procedures
for approval of such applications.
7821 U.S.C. §355(b) (l This section must include a full description of all controlled and uncontrolled clinical
studies, foreign or domestic. 21 C.F.R. §314.50(d)(5).

7921  U.S.C.  355(b)(1)(b)  see  also  21  CER.314.50(d)(1)(1).   This  section  also  must  include  an
identification of the manufacturer of each of the substances contained within the proposed drug. Changes in the
particular brand of one of the substances contained within a drug must be reported to the FDA, either in a
supplement or in the annual report for the drug. Id.  Circumstances can exist where changing to a different
manufacturer for a component in a drug, and the failure to apprise the FDA of that change, can form the basis
for a criminal prosecution.

8021 U.S.C. 355(b)
8121 U.S.C.355(b)

8221 USC. 355(b)
8321 U.S.C.  §355(b)(l)(F).  To  the  extent  that  the  drug  is  supported  by  or  made  pursuant  to  a  patent,  the
application must specify the patent number. Id.
84Similarly, if the application is supported by the results of investigations "for which the applicant has not 
obtained a right of reference or use from the person by or for whom the investigations were conducted." 21 
U.S.C. §355(b)(2). This provision would allow an applicant to rely upon testing of a drug done for someone else, 
the results of which testing are a part of the application's demonstration of safety and effectiveness.



certify that in submitting the INDA 85 the applicant is not infringing or will not infringe upon

any patent right.

The  FDA's  conclusions  on  the  effectiveness  of  drugs  are  published  in  the  Federal
Register as Drug Efficacy Study Implementation Notices.86 Failure to file an NDA, followed
by importation and distribution of a new drug, can result in criminal prosecution.87

B. Generic Drugs

Perhaps the most expensive and time-consuming aspect of seeking approval to market a
drug is demonstrating that it is safe and effective for its intended use. Once that principle has
been proven for a particular substance by one manufacturer,  there is little to be gained by
requiring a second manufacturer to demonstrate those same concepts through new studies. The
Food and Drug Act thus requires the FDA88  to publish a list  of drugs "which [have] been
approved for safety and effectiveness.”89 Any new person90 who also wants to manufacture and
market for human use that same drug may file an abbreviated new drug application (ANDA)
rather than an NDA.91

The ANDA differs from the INDA in several ways.92 For example, the applicant need not
include "full reports" of investigations of the drug that demonstrate that it is safe and effective;
instead, because the proposed drug is a "copycat" of a listed drug, the applicant must include
information to show that the following:

l.  the  conditions  for  use  prescribed,  recommended,  or  suggested  in  the  labeling
proposed for the new drug;

2. each active ingredient in the new drug, or the combination of active ingredients;
3. the "route of administration, the dosage form, and the strength of the new drug"; and
4. the proposed "labeling 93

________________________

         8521 U.S.C. §355(b)(2)(A)& (B).

8621 C.F.R. §310.6. Such conclusions are also identified in Notices of Opportunity for Hearing. Id.
87 United States v. Richardson, 588 F.2d 1235, 1237-38 (9th Cir. 1978), cert. denied, 440

U.S. 947 (1979). In that case, some of the defendants were prosecuted, not for Food and Drug Act violations of
distribution of laetrile in the absence of an approved NIDA, but for conspiracy to violate and violation of 18
U.S.C. §545: Importation of a good into the country that was not properly "invoiced" or declared.

88The FDA must begin within 60 days of September 24, 1984, and supplement this list every 30 days
thereafter. 21 U.S.C. §355(j)(6)(A)(i) & (ii).
          8921 U.S.C.  "Listed drug" is also defined in 21 C.F.R. 14.3(b).

        90 21 U.S.C. §355(j)(1)
9121  C.F.R.  §314.92  specifies  the  "[d]rug  products  for  which  abbreviated  applications  may  be

submitted." See also United States v. Generix Drug Corp., 460 U.S. 453, 461 (1983).
9221 C.F.R. §314.94 specifies in detail the required contents of an ANDA.



         9321 C.F.R. §314.94(a)(4), (a)(6) & (a)(8)



are the same as for the identified drug(s) on the FDA's published list. The ANDA also must
demonstrate that the new drug is "bioequivalent" to the listed drug.”94

The applicant must petition the FDA for permission to file an ANDA if the new drug has
an active ingredient not contained in the innovator drug on the FDA's list of approved drugs; if
the "route of administration, dosage form or strength" are different from the applicable listed
drug; if the labeling is different; or if the drug is not bioequivalent to the listed drug.95 Where
the ingredients differ, the applicant must demonstrate, as to any different active ingredient,
that  "the other  active  ingredients  are  the  same as  [those]  of  the  listed  drug" and that  the
different active ingredient "is an active ingredient of a listed drug."96 Where the drugs are not
bioequivalent, the applicant must demonstrate that the active ingredients of the new drug "are
of the same pharmacological or therapeutic class as those of the listed drug" and that the new
drug can be expected "to have the same therapeutic effect.”97 petition must be approved unless
the Secretary finds either of the following two things:

1. that  an  investigation  is  necessary  to  show the  safety  and  effectiveness  of  the
difference from a drug on the FDA's list,98 or

2. that a drug with the different active ingredient "may not be adequately evaluated
for approval as safe and effective" based upon the information submitted with the
ANDA.99

Over the years, there have been many prosecutions of generic drug companies and their
employees for numerous offenses, from crimes committed in the application process to non—
FDA-approved changes in the manufacturing process.100 In contrast, there have been relatively
few prosecutions of so-called name-brand drug manufacturers for crimes committed in the
application process, in the manufacturing process, or in the required reporting requirements.
Notwithstanding this history of prosecutions in the generic drug industry, changes in health
insurance, including the shift in insurance coverage from traditional fee for-service insurance
to health maintenance organization (HMO) coverage,

9421 C.F.R. §314.94(a)(7). The applicant also must certify that production of the new drug will not violate
or infringe upon any active patents and certify that notice will be provided to each potentially affected patent
holding 21 U.S.C.355(j)(2)(a)(vii).  See also 21 C.F.R. §314.95 ("[N]otice of certification of invalidity or non-
infringement of a patent").

95See  21  U.S.C.355(j)(2)(a)(ii)(111),  (iii),  (iv),  &  (v).  The  precise  format  and  mechanics  of  a
"Implementation to request a change from a listed drug" are set forth in 21 C.F.R. §314.93. See also 2 1 C.F.R.
§314.54 ("The act does not permit approval of an abbreviated new drug application for a new indication, nor does
it permit approval of other changes in a listed drug if investigations, other than bioavailability or bioequivalence
studies, are essential to the approval of the change.").

9621 U.S.C. §355(j)(2)(A)(ii)(III).  The applicant can also specify that the different active ingredient is in
another drug that is not on the FDA's list but does not need 10 be because it does not qualify under the statute as a
new drug. 21 U.S.C. §321(p).

9721  U.S.C.(j)(2)(A)
(iv)

9821  U.S.C.  §355(j)(2)(C)(i).  Relevant  differences  from  a  listed  drug  include,  as  noted  above,  active
ingredients, the route of administration, the dosage form, and the strength. Id. 

9921 U.S.C.§355(j)(2)(ii)

100See generally infra Section III.E.



have enhanced the importance of generic drugs to the health care system. More and more
insurers are  requiring providers to  prescribe generic  drugs where available  because of the
significantly lower costs typically associated with such drugs. In addition, as drugs move "off
patent," name-brand manufacturers are increasingly contracting out production of their drugs
to generic manufacturers. Given the relatively poor record of that segment of the drug industry
with FDA compliance, fraud prosecutions in this area can be expected to increase.

3.  Supplements  to  an  Approved  Nonexperimental  Drug  Application  or  an  Approved
Abbreviated Nonexperimental Drug Application

There are extensive regulations regarding changes to an approved NIDA or ANDA.101

As discussed above, the most common way by which a manufacturer runs afoul of the Federal
Food and Drug Act  is  making a  change in  a  drug's  composition  or  in  the  manufacturing
process without seeking prior FDA approval for such a change (or providing after-the-fact
notice of the change to the FDA).  102 Typically,  when a manufacturer  intentionally makes
unapproved changes,  the manufacturer  must prepare and maintain false documentation.  As
drug processing operations are subject to both surprise and regular FDA inspections, including
review of the batch processing documentation, a change in the process not accompanied by
preparation of false batch records will be immediately apparent to the FDA inspector.

The manufacturer  that  thus decides  to cheat  and not  secure approval  for a process
change, or that notifies the FDA after the fact of that change, will then probably need to cheat
in a second, related way: by making false statements to the FDA through the vehicle of the
batch records. For example, production employees may prepare and sign batch records that
verify  that  the  FDA  approved  process  was  being  followed,  when  in  fact  it  was  not.103

Regulatory affairs employees, in submitting the annual report for the drug to the FDA, may
falsely assert that the approved process had been followed without change.

Where the changes do not affect the safety or efficacy of the drug (and where the drug
has sold met all release specifications), then a fraud prosecution is less likely to be pursued. 104

Given that the drug has sold,  albeit  following an unapproved process,  fulfilled all  release
specifications, the principal reason for pursuing a fraud prosecution—that the buyer did not
get the benefit of the bargain—is absent. Where the changes render the product of unknown
safety and efficacy, however, a fraud prosecution may be warranted.105   

______________

101See 21 C.F.R. §314.70.  
102see, e.g., United states v. Sardesai, 125 F.3d 850, 1997 WL 626540 (4th Cir. Oct. 10, 1997)

(unpublished table decision).
  103  Id., 1997 WL 626540, at *3. ("Testimony also showed that employees were often told to

sign records documenting work they had not done and not to document the work they had done in
violation of FDA procedures.").
  104In such circumstances, a violation of the Food and Drug Act has still been committed; and
indeed false statements have likely been made to the FDA. A prosecution designed to deal with those
crimes may well be pursued regardless of the absence of any fraud upon the customer of the drug.

105For discussion of such cases, see supra Section I.B.1.



A manufacturer must file a supplement to the NDA or ANDA for changes to a product;
such changes are divided into three categories: (l) changes for which prior FDA approval of a
supplement is required, (2) changes that may be made upon the filing of a supplement, and (3)
changes  that  may  be  made  and  thereafter  reported  to  the  FDA in  an  annual  report.  The
regulatory structure is designed to require notification of all changes of whatever significance
to the FDA in at least the annual report. As certain kinds of changes are presumed or likely to
have potentially greater, if unknown, significance to the safety and efficacy of the drug, such
changes fall within the higher required standard (prior FDA approval or notification to the
FDA coincident with the change). Changes for which prior FDA approval is required include:

1.  making changes in a drug's formula, such as adding or deleting ingredients;106

2. making a change in the method of manufacture of the drug product,

"Including changing or relaxing an in-process control"107

3. using  a  different  facility  to  manufacture,  process,  or  pack  the  drug  or  the  drug
substance; 108 or

4. extending the expiration date of the drug. 109

Changes that may be made coincident to the filing of the supplement include:

l. making a change in the manufacturing process "to provide increased assurance
that  the  drug  will  have  the  characteristics  of  identity,  strength,  quality,  and
purity" it is purported to have, 110

2. changing the labeling to strengthen warnings, statements about drug abuse, or instructions
about dosage and administration, 111 or

3. changing the location of manufacture to a new facility that "does not differ materially" from
the original facility, and which new facility has "received a satisfactory CGMP [current good
manufacturing practice] inspection.112

Changes that may be made and then reported in an annual report include such relatively
innocuous things as deleting an ingredient "intended only to affect the color of the drug,"113

or changing the "size of a container" for a solid dose form of drug, where the container
change is not coupled with a change in the closure system of the container. 114

________________________

 106  21 C.F.R.  314.70(b)(2)(1).  Sardesai,  1997 WL 626540,  at  *3 ("Mutual  failed to  follow the
supplemental  approval  process established by the FDA for changes to drug formulae and manufacturing
methods."). 

10721 C.F.R. §314.70(b)(2)(v).
10821 C.F.R. §314.70(b)(1)(v) & (b)(2)(vi)
10921 C.F.R. §314.70(b)(2)(ix).
11021 C.F.R. §314.70(c)(l)
111 21 C.F.R. §314.70(c)(2)(i), (ii), &(iii).
11221 C.F.R. §314.70(c)(3)
11321 C.F.R. §314.70(d)(4)
11421 C.F.R. §314.70(d)(8)



Although  the  regulation  appears  fairly  clear  on  its  face,  as  with  most  regulatory
requirements  there  is  room for  some  potential  ambiguity.  For  example,  with  respect  to  a
change in the location of a manufacturing facility,  a manufacturer might conclude that the
process in the new facility is not materially different from the process in the old facility. In
that event, the manufacturer could make the change and simultaneously submit a supplement
notifying  the  FDA of  the  change.  In  its  review  of  the  supplement,  the  FDA might  well
conclude that a materially different process is being used in the new facility and that prior
FDA approval was necessary.

This difference of opinion may result in a regulatory disagreement, but it is unlikely to
form the foundation of a criminal prosecution of the manufacturer, given the notification to the
FDA. Indeed, for the most part, prosecutions have been predicated upon the failure to file a
supplement at all, coupled with the failure to identify the changes in an annual report.115 In
short, conduct by a manufacturer that results in some notice to the FDA, even if judgmentally
wrong,  typically  will  be  "rewarded"  by  an  exercise  of  discretion  to  decline  prosecution.
Criminal prosecution is much more likely where a manufacturer makes a change, chooses not
to seek prior approval for the change, and fails to notify the FDA of the change in the annual
report,  thus effectively stripping the FDA of any opportunity to consider the effect  of the
change.

4. Required Records and Reports

A manufacturer of drugs is required to maintain various records, as well as to submit
numerous reports to the FDA. 116 The most significant of these reports is the annual report.117

The regulatory and reporting structure of the Food and Drug Act has designed the annual
report to be a "catch-all" report,  or a "release valve" for differences of opinion between a
manufacturer and the FDA about a change. The failure to maintain a required record or to
submit the annual report or other required reports can form the basis for an administrative
action by the FDA (the issuance of a warning letter, for example), or, where the conduct is
egregious, can form the basis for a criminal prosecution.

_______________
  115See United States v. Prigmore. 243 F.3d l, I l (1st Cir. 2001) ("The government takes the position that
the  move  from Billerica  to  Haverhill  was  one  that  affected  safety  or  effectiveness  and  thus  required  FDA
approval prior to the marketing of any catheters assembled in Haverhill. Defendants respond that, because the
Haverhill operations were designed to replicate the Billerica operations, the move was "safety neutral" and the
PMA supplement USC.'I filed was in fact unnecessary.") (emphasis in original); United States v. Sardesai, 125
F.3d 850, 1997 WL 626540, at  *3—4 (4th Cir. 1997) (unpublished table decision) ("Mutual submitted false
documents to the FDA indicating that 'no significant changes' had been made in the approved manufacturing
process."); United States v. Chatterji, 46 F.3d 1336, 1339 (4th Cir. 1995) ('Quad did not seek prior FDA approval
for this formula change and falsely stated in a 1988 annual report to the FDA that no change in the formula for
Ritalin had been made.").
  116See, e.g., 21 C.F.R. §310.303 (reports regarding long-term use of certain drugs); 21 C.F.R. §3 10.305
(reports regarding serious unexpected adverse drug reactions by users of prescription drugs not the subject of an
NIDA or ANDA); 21 C.F.R. §312.22 (annual reports regarding investigational new drugs); 21 C.F.R. §3 14.80
(post-marketing reporting of adverse drug experiences).



  11721 C.F.R. §314.81(b)(2).

D. Medical Devices

A  medical  device  is  an  "instrument,  apparatus,  implement,  machine,  contrivance,
implant, in vitro reagent, or other similar or related article, including any component, part, or
accessory" that is "intended for use in the diagnosis of disease or other conditions, or in the
cure,  mitigation,  treatment  or  prevention of  disease,  in  man"  or is  intended "to effect  the
structure of any function of the body of man" and that does not achieve its primary purpose
through "chemical  action  within  or  on  the  body of  man."118 In  classifying  and regulating
medical devices, the FDA "must weigh the probable therapeutic benefits of the device to the
consumer against the probable risk of injury."119

1. Classification

Unlike drugs, there is great variation in the nature and type of medical devices, in terms
of their use and potential effect on the human body. All drugs are invasive, whether applied
topically,  ingested,  or injected,  and thus have some potential  interaction with the body.  If
poorly made with harmful ingredients, any drug could potentially harm the patient. In contrast,
the impact of a device on the human body can be very narrow—a single needle prick to inject
a drug— or much broader—the installation of an artificial aortic valve.

Because of their wide range of use and potential impact on the body, the Food and
Drug Act divides medical devices into three "classifications": Class I, Class Il, and Class Ill.
120  The requirements  for the distribution of these devices for human use vary significantly
depending  upon the  classification.  Class  Ill  devices  are  the  most  heavily  regulated.  Most
regulatory actions and prosecutions of device manufacturers for violation of the Food and
Drug Act have concerned Class Ill devices. Thus, the potential  for billing fraud and fraud
prosecution is most likely to present itself in situations regarding the distribution and billing of
Class Ill devices.

a. Class I Devices

Class I devices are subject only to the "general controls"121 —the body of prohibitions. and
notice requirements  set  forth in the Food and Drug Act,  including the prohibitions on the
distribution  of  adulterated  or  misbranded  devices—so  long  as  those  general  controls  are
sufficient "to provide reasonable

____________________
 11821 U.S.C. §321 (h); FDA v. Brown & Williamson Tobacco corp., 529 U.S. 120, 126 (2000). See also
United States v. Universal Mgmt. Servs., 191 F.3d 750 (6th Cir. 1999) (product intended to stimulate brain cells
through electrical impulses and intended to relieve pain is a medical device), cert denied, 530 U.S. 1274 (2000).

119Brown & Williamson, 529 U.S. at 133.
1202  1  U.S.C.  §360c.  The  regulatory  burden  imposed  on  manufacturers  varies  according  to  the

particular classification.
121  defined in 21 U.S.C. to include: 21 U.S.C. §351 (Adulterated drugs and devices);  21 U.S.C. §352

(Misbranded drugs and devices);  21 U.S.C. §360 (Registration of producers  of drugs or devices);  21 U.S.C.



§360f (Banned devices);  21 U.S.C. §360h (Notification and other  remedies);  21 U.S.C. §360i (Records and
reports on devices); and §360j (General provisions respecting control of devices intended for human use).



assurance of the safety and effectiveness of the device."122 If it cannot be determined whether
the general controls are in fact "sufficient to provide a reasonable assurance of the safety and
effectiveness  of  the  device,"123 additional  controls  are  not  considered  necessary  if  the
particular device involved is one that

l.  is  not "purported or represented to be for a use in supporting or sustaining
human  life  or  for  a  use  which  is  of  substantial  importance  in  preventing
impairment of human health”;124 and

        2. does "not present a potential unreasonable risk of illness or injury."125

Because Class I devices by their nature are not purported to be "life sustaining" and do
not  present  a "potential  unreasonable risk of illness  or  injury,"  the statutory enforcement
mechanism for human use distribution predicated on the "honor system"—that the laws and
rules will be followed in the distribution of these devices—without further controls (such as a
requirement that a manufacturer obtain FDA approval before marketing the device, or give
notice after marketing the device of just what device has been distributed) is sufficient to
protect the public. However, even if the distribution rules will not be followed, 126 the device
is  still  Class  I  if  the  device—even  if  adulterated,  misbranded,  or  distributed  after  being
banned—cannot be construed by someone as life-sustaining and if it presents no potential
unreasonable risk of illness or injury. An example of such a device is a tongue depressor. 127

b. Class II Devices

If  the  general  controls  cannot  provide  a  reasonable  assurance  of  the  safety  and
effectiveness of a device, then the device is a Class Il device and subject to "special controls,"
so  long  as  the  special  controls  are  sufficient  to  provide  such  assurance  of  safety  and
effectiveness. 128  The special controls, determined and identified by the secretary of the FDA
as "necessary" to provide "such assurance,"129 can include at a minimum the following:

l.       the establishment of performance standards for the device;

2. "post-market surveillance" of the use of the device, including its marketing and distribution,
and the representations or claims made by the manufacturer in that process;

3. patient registries reflecting use of the device (thus allowing for the tracking of any problems
in that use); and

________________
122 21 U.S.C. §360c(a)(1)(A).
123 21 U.S.C §360c(a)(1)(A)(i).
124 21 U.S.C §360c(a)(1)(A)(ii)(I).
125 21 U.S.C §360c(a)(1)(A)(ii)(II).
126 In general, the body of criminal law reported for Food and Drug Act violations over the years since the

Act's adoption bears this out, that is, that even though general controls exist, such controls by themselves do not
curb the behavior of those who would cheat. 

12721 C.F.R. §880.6230.
128 21 U.S.C §360c(a)(1)(B).

129 Id.



4. the "development  and dissemination  of guidelines"  including "guidelines  for  the
submission of clinical data." 130

If the device is one that supports or sustains human life 131 (or claims to), then the
Secretary  has  a  statutory  obligation  to  identify  all  special  controls  necessary  to  "provide
adequate assurance of safety and effectiveness "132 A hypodermic needle, for example, is a
Class Il device, subject to certain manufacturing standards 133

c. Class III Devices

Class III devices are devices for which general and special controls are not sufficient to
provide "reasonable assurance of the safety and effectiveness" of the device 134 and that either

l.   purport or are represented to be for a use in "supporting or sustaining human life"
or  "for  a  use  which  is  of  substantial  importance  in  preventing  impairment  of
human health 135

2. "present a potential unreasonable risk of illness or injury136

Because  of  the  potential  inherent  risk,  they present,  Class  Ill  devices  are  subject  to
premarket approval requirements.  137  Class Ill devices include balloon angioplasty catheters,
artificial  kidneys,  and  pacemakers.  All  of  these  devices  are  either  life-sustaining  or  of
substantial importance in preventing impairment of human health and, if they malfunction, can
present a potential unreasonable risk of injury.

d. Classification Panels

The  Food  and  Drug  Act  authorizes  the  Secretary  to  establish  panels  for  the
classification  of medical  devices.  138  These panels  have two functions:  (l)  classification  of
devices as of the effective date of the Act (May 28, 1976),

130Id.
131The device, however, must not also present a potential unreasonable risk of illness or injury.
132 Id.
13321C.F.R. §880.5570. 
13421 U.S.C. §360(a)(1)(C)(i).
13521 U.S.C. §360(a)(1)(C)(ii)(I).
13621 U.S.C. §360(a)(1)(C)(ii)(II);  FDA v. Brown & Williamson Tobacco  corp.,  529 U.S. 120,  136

(2000) (if cigarettes and smokeless tobacco were medical devices, the FDA would have to classify them as Class
Ill  devices  because,  "even  after  application of  the Act's  available controls,  they would 'presen[t]  a  potential
unreasonable risk of illness or injury.' ").

13721 U.S.C. §360e. see United States v. Prigmore, 243 F.3d l, 4 (1st Cir. 2001) ("Class III  medical
devices  are the most  heavily regulated  medical  devices  in  the country.");  United States  v.  Universal  Mgmt.
Servs., 191 F.3d 750, 764 (6th Cir. 1999) ("Congress set up a sophisticated statutory scheme for the regulation of
medical devices and the requirement that devices be approved or cleared by the FDA before marketing is at the
heart of the scheme."), cert. denied, 530 U.S. 1274 (2000). see also H.R. REP. No. 94-853, at 14 (1976). 

13821 U.S.C. §360c, subpart (d) through subpart (f).



        

and (2) reclassification of devices over time. 139 As a technology becomes more "accepted" and
routine,  pressure builds on the FDA to downgrade the classification of a device from, for
example,  Class  Ill  to  Class  ll.  The  motivation  for  such  downgrading  is  obvious,  as  the
requirement  of  premarket  approval  for  Class  Ill  devices  would  be eliminated  through the
reclassification,  thus  reducing a  manufacturer's  time and expense in  bringing a  product  to
market.

Although the ingenuity of the fraudulent mind truly knows few boundaries, it is not
believed that the original classification of medical devices, or their reclassification, presents
any significant billing fraud opportunities.

2. Premarket Approval

a. Concept of Substantial Equivalence
The medical device requirements, in particular those sections in the Food and Drug Act

dealing  with  the  classification  of  devices  and  premarket  approval  requirements,  were
substantially amended May 28, 1976. 140  The amendments set forth new requirements for the
premarket approval of medical devices. These new requirements presented the conundrum of
the  wide  and  accepted  distribution  of  Class  III  devices  that  were  in  immediate  apparent
violation of those regulations: such devices being distributed by a manufacturer without an
approved application for premarket approval.141 To address this issue, the Food and Drug Act
automatically classified all existing devices as Class III devices as of the effective date of the
Act with certain limited exceptions, 142 excluded from that classification devices that would be
classified as Classes I and II, created and defined a concept of "substantial equivalence," and
then grandfathered certain devices from the Class III requirements based upon that concept.

The concept of substantial equivalence allows for a manufacturer, in what is called
the premarket notification process, to conclude on its own that its new or unapproved device
is substantially equivalent to a device classified as a Class I or Class II device and does not
thus require premarket approval.  143  Any such conclusions made in willful violation of the
Food and Drug Act could, however, form the basis for a fraud prosecution. 144

b. Class III Devices

21 U.S.C.  §360e requires  that  a  Class  Ill  device  must  have "an approval  under  this
section of an application for premarket approval." It is in this area—

13921 U.S.C. §360c(b). These complex and lengthy statutory provisions are beyond the scope of this book

and are not reviewed here.

           14021 U.S.C §360c, as added May 28, 1976, Pub. L. No. 94-295, §2, 90 stat. 540.
14121 U.S.C. 360e(a).

  14221 U.S.C. §360c(f)(l). To the extent that this statute is relevant to a fraud prosecution, the statute and

the specific classification provisions and underlying regulations should be carefully reviewed. The authors think

it is quite unlikely that the provisions concerning the original classification of medical devices in 1976 will form

the basis of current fraud prosecutions.
14321 CER. §807.87; Reeves v. AcroMed corp., 44 F.3d 300, 303 (5th Cir.) ("To obtain FDA approval

under this procedure, the applicant must demonstrate that its device is 'substantially equivalent' to a device on the

market prior to May 28, 1976."), cert. denied, 515 U.S. 1 104 (1995). 
144see in re Orthopedic Bone Screw Prods. Liability Litig., 193 F.3d 781, 787 (3d Cir. 1999).



the submission of PMAs, updates  to those applications,  and the failure to submit  such an
application—that most Food and Drug Act violations by device manufacturers occur.

The legal requirements for PMAs are quite specific and the required information that a
manufacturer must submit to the FDA is fairly comprehensive.145 First, the PMA must contain
full reports of all information, published, known to, or that should have been known to the
applicant, concerning investigations—other clinical studies, reports, or analyses, however well
or poorly conducted—that have been made to show whether or not such device is safe and
effective. 146 In practical terms, this is a very broad and impressive burden. Not only must the
manufacturer  provide to the FDA all  reports  of investigations  known to it  concerning the
proposed device, the manufacturer also must collect all published reports147 and provide to the
FDA information concerning investigations that "should have been known" to the applicant.148

The  existence  of  an  adverse  investigation  that  was  not  reported  to  the  FDA  by  the
manufacturer will assume considerable significance in the bright spotlight of an investigation
should significant post-approval malfunctions of the device occur. Any deliberate failure to
provide the adverse report could be the basis for a criminal prosecution.

Studies can be organized into the following broad categories: laboratory analyses,  149

animal studies, and human clinical investigations. 150 The results of each must be set forth in
detail in the PMA. A failure by CLIENT to reference a prior study, or its results, can form the
basis for a prosecution for conspiring to

____________

 145See Reeves, 44 F.3d at 303 ("The FDA's Premarket Approval application requires manufacturers to
submit  extensive  animal  and  human data  to  establish  their  device's  safety  and  effectiveness.  Frequently  an
experimental program under close FDA scrutiny must be successfully completed before FDA approval can be
obtained under this process.").
  146 21 U.S.C. §360e(c)(1)(A)
  147  21 C.F.R. §814.20(b)(8)(i) further refines this obligation by requiring the applicant to provide with
the PMA a "bibliography of all published reports not submitted . . . whether adverse or supportive, known to or
that should reasonably be known to the applicant and that concern the safety or effectiveness of the device." In
short,  the  manufacturer  has  a  specific  legal  obligation  to  conduct  normal,  scientific  research  regarding  the
proposed device and to report the results of that research to the FDA.

 148 See 21 C.F.R. §814.20(b)(8)(ii) (the PMA must include an "identification, discussion, and analysis of
any other data, information, or report  relevant to an evaluation of the safety and effectiveness of the device
known to or that should reasonably be known to the applicant from any source, foreign or domestic, including
information derived  from investigations  other  than those proposed  in  the applications and  from commercial
marketing experience").

 149 Laboratory analyses include "nonclinical laboratory studies. including microbiological, toxicological,
immunological, biocompatibility, stress, wear, [and] shelf life" studies. 21 C.F.R.814.20(b)(6).

150 the review of human clinical studies must include “clinical protocols, numbers of investigators and
subject  per  investigators,  subject  selection and  exclusion criteria,  study population,  study period,  safety and
effectiveness  data,  adverse  reactions  and  complications,  patient  discontinuation,  patient  complaints,  device
failures, and replacements. Tabulations of data from all individual subject report forms of copies of such forms
for each subject who died during a clinical investigation or who did not complete the investigation [and] results
of  statistical  analysis  of  the  clinical  investigations,  device  failures  and  replacements,  contraindications  and
precautions for use of the device.”  21C.F.R. §814.20(b)(6)(ii).



defraud the FDA; 151 it also can form the basis for a prosecution against CLIENT for making a
false statement to the FDA. 152

Second, the PMA must set forth a "full statement of the components, ingredients, and
properties and of the principle or principles of operation. 153

Third,  the  PMA must  contain  "a  full  description  of  the  methods  used  in,  and the
facilities and controls used for, the manufacture, processing, and, when relevant, packing and
installation" of the device. 154

Fourth, to the extent that the device has been made to conform to, or in accordance
with, any performance standards, the PMA must contain an identifying reference to any such
applicable standards.155

Fifth and last, the PMA must include samples of the device, as required by the FDA
and where practicable, 156 and specimens of the labeling. 157

c. Labeling and Intended Use

The Federal Food and Drug Act sets forth extensive labeling requirements, and the
misbranding or mislabeling of a drug or device is a prohibited act. Variances among the actual
use of a drug or device, the marketing promotions by the manufacturer (if sold directly) or by
a distributor (if sold through wholesalers), and the approved uses and approved instructions on
the  label  can  present  significant  enforcement  and  potential  fraud  issues  for  CLIENT.  In
seeking approval, the manufacturer must state the intended use of the device or how the device
(or drug)158 should be handled for that intended use, and the indications for such use.159 In the
PMA, the manufacturer must demonstrate that, for that intended use, the device as used is safe
and effective.

In practice, intended use actually may be broader than the stated use on the label; this
broader use must  in fact be included within the uses set  forth on the label,  by whomever
ultimately distributes the device.160 If, however, the manufacturer "knows or has knowledge of
facts that would give him notice

151See United States v. C. R. Bard, Inc., Information, Count I (Oct. 15, 1993); see also United States v. C.
R. Bard, Inc., 848 F. supp. 287 (D. Mass. 1994).

15218 U.S.C. § 1001. United States v. C. R. Bard, Inc., Information, counts 20—30 (Oct. 15, 1993);
United States v. Kepiinger, 776 F.2d 678 (7th Cir. 1985), cert. denied, 476 U.S. 1 183 (1986).

153 21 U.S.C. §360e(c)(1)(B).
154 21 U.S.C. §360e(c)(1)(C).
155 21 U.S.C. §360e(c)(1)(D).
15621 U.S.C. §360e(c)(1)(E).
15721 U.S.C.  §360e(c)(1)(F).
158See, e.g., 21 C.F.R. §814.20(b)(3)(I)(the PMA must set forth a "general description of the disease or

condition  the  device  will  diagnose,  treat,  prevent,  cure,  or  mitigate,  including  a  description  of  the  patient
population for which the device is intended").

159The device must have in its labeling "adequate directions for use." 21 C.F.R. §801.5. Directions for
use  may  be  inadequate  if  they  do  not  contain  the  following,  among  other  items  listed  in  the  regulation:
"statements of all conditions, purposes or uses for which such device is intended," a statement of the "[r]oute or
method of  administration  or  application,"  and  a  statement  or  the  "[p]reparation  for  use,  i.e.,  adjustment  of
temperature, or other manipulation or process." 21 C.F.R. §801.5 subparts (a), (b), (f) & (g).
160See 21 C.F.R. §801.4 ("If, for example, a packer, distributor, or seller intends an article for different uses than 
those intended by the person from whom he received the devices, such



that  a  device  introduced  into  interstate  commerce  by  him  is  to  be  used  for  conditions,
purposes, or uses other than the ones for which he offers it, he is required to provide adequate
labeling for such device which accords with such other uses to which the article  is  to be
put."161

3. Determining Safety and Effectiveness

Central  to  the  FDA's  regulatory responsibility  in  the  Food and Drug Act  is  that  of
determining the safety or effectiveness of a drug or medical device. The terms "safety" and
"effectiveness" are not defined in any of the regulations162 and should be construed therefore
throughout the Food and Drug Act in their common sense and normal manner, in a manner
consistent with their use throughout the Act and as modified by context.163 It is a "fundamental
canon of statutory construction that the words of a statute must be read in their context and
with a view to their place in the overall statutory scheme."164 Although the terms are used
interchangeably at times for both drugs and devices, the Food and Drug Act imposes specific
approval requirements regarding the safety and efficacy of medical devices.165

The judgment of whether a device is safe and effective must be made in light of the
"persons for whose use the device is represented or intended"166 and "the conditions for use
prescribed, recommended or suggested in the labeling of the device."167 This analysis  also
must consider and weigh "the probable benefit to health from the use of the device against any
probable risk of injury or

packer, distributor or seller is required to supply adequate labeling in accordance with the new intended uses.").
161 21 C.F.R. §801.4.
16221 U.S.C.  §321, which sets  forth the general  definitions for  title  21,  uses  the terms "safety,"  and

"effectiveness" but does not define them. 21 U.S.C. §321(p)(1) and(p)(2); (v)(1) and (v)(2). Other sections of the
chapter similarly use the terms, but do not define them. See, e.g., §§353a(b)(3)(A), 355(b)(4)(c)(ii), 355(c)(3)(D)
(v)(4), 355 (l)(1), 355(j)(4)(1), 356a(b) & 360(m)(l) Additionally, many regulations relative to drugs and devices
use the terms, but also do not define them. see, e.g. C.F.R.§§ 310.100(b), 312.22(a), 314.94(a)(7)(ii)(A), 803(3)
(d), & 860.7

163Compare  United  States  v.  Prigmore,  243 F.3d  l,  15 (1st  Cir.  2001) ("terms  and  phrases  repeated
throughout a given law generally carry the same meaning"); United States v. Articles of Drug, 825 F.2d 1238,
1244 (8th Cir. 1987) (the term "imitation," which is not defined in the statute, is to be given its ordinary English
meaning). See also FDIC v. Meyer, 510 U.S. 471, 476 (1994) (an undefined term in a statute should be construed
"in accordance with its ordinary or natural meaning"); Bailey v. United States, 516 U.S. 137, 144—45 (1995).

164FDA v. Brown & Williamson Tobacco corp., 529 U.S. 120, 133 (2000).
165The Food and Drug Act and its supporting regulations do not impose identical burdens on drug and

device manufacturers.  Indeed, for the most part, the laws are more stringent as to drug manufacturers.  Thus,
although there are three classes of devices, and only for the third class of devices must the manufacturer have
prior marketing approval, there is only one "class" of drugs and the premarket approval requirements apply to all
drugs. 

166 21 U.S.C. §360c (a)(l)(2)(B), 21 C.F.R. §860.7(1).



16721 U.S.C. §360c(a)(l)(2)(B), 21 C.F.R. §860.7(2). See also United States v. Prigmoœ, 243 F.3d I (1st Cir. 
2001) (interpretation of the terms "safety" and "effectiveness" should consider their use throughout the Food and 
Drug Act and any context-qualifying interpretations).



illness from such use."168 Indeed, as the Supreme Court in FDA v. Brown & Williamson Tobacco
Corp.:169

The FDA, consistent with the [Food, Drug. and Cosmetic Act] may clearly regulate many
"dangerous" products without banning them. Indeed, virtually every drug or device poses
dangers under certain conditions. What the FDA may not do is conclude that a drug or
device cannot be used safely for any therapeutic purpose and yet, at the same time, allow
that product 10 remain on the market.  Such regulation is  incompatible  with the [Food,
Drug, and Cosmetic Act's] core objective of ensuring that every drug or device is safe and
effective.170

The manner by which the FDA must determine the safety and effectiveness of a device also
is  specified  in  the  regulations.  21  C.F.R.  §860.7(d)(I)  provides  that  "there  is  a  reasonable
assurance that a device is safe" when the following can be determined:

[That  the] probable benefits  to health  from use of the device for its  intended use and
conditions of use ...when accompanied by adequate direction and warnings against unsafe
uses outweighs any probable risks.

The  "valid  scientific  evidence"  that  the  FDA  may  use  to  make  this  determination  must
“adequately demonstrate the absence of unreasonable risk of illness or injury associated with the
use of the device for its intended uses and conditions of use.”171

Similarly,  21 C.F.R.  §860.7(e)(I) provides that there is a “reasonable assurance" that a
device is effective when it can be determined, "based upon valid scientific evidence" that:

[I]n significant portion or the target population the use of the device for its intended uses
and conditions of use when accompanied by adequate direct ions for use and warnings
against unsafe uses will produce clinically significant results.

The Food and Drug Act specifically authorizes the Secretary of the FDA to issue regulations to
aid in the determination or the effectiveness of a device, and allows for the consideration of’
“well-controlled investiga1ions, 172 inducing Clinical investigations where appropriate," and the
opinions of "experts qualified by training and experience to evaluate the effectiveness or the
device173 from which studies:
____________________

168 21 U.S.C. §360c(a)(I)(2)(c'):  21 C.F.R. §860.7(3). 
169529 U.S. 120 (2000).
170 Id.  at 141.
17121 U.S.C. §860.7(d)(I).
172” The standard of well-controlled investigations' set for1h ln the Regulations is a protective measure

designed to ferret  out  the drugs for which there is  no affirmation,  reliable evidence  of effectiveness.  The drug
manufacturers have full and precise notice of the evidence they must present to sustain their NDA: and under these
circumstances we find the FDA hearing regulations unexceptionable on any statutory or constitutional ground;”
Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609,622 (1973). See also 21 C.F.R.§860.7(c)(2). The
essential elements of a well-controlled investigation arc set forth in 21 C.F.R. §860.7(f).



173121 U.S.C. §360c(a)(3)(A).

It can fairly and responsibly be concluded by qualified experts that the device will have the effect
it purports  or  is represented  to  have under the  conditions of  use  prescribed, recommended, or
suggested in the labeling of the device.174

4. Changes to a Device
Product enhancements or improvements are common in the product life cycle of medical

devices. Thus, a manufacturer who sells an FDA-approved stent in one length and diameter may
receive demand  for  longer  stents  or other diameters.  Alternatively,  a  maker  of  heart  catheters
used in balloon angioplasty may wish to put a lubricious coating on the catheter to make it easier
to move the catheter through   the coronary arteries.

If such changes "affect [] the safety or effectiveness of the device for which the applicant
has an approved PMA,” then the manufacturer must submit a PMA supplement for review and

approval  by the FDA  "before  making [that]  change."175 Making  such changes without  filing  a
PMA supplement can be the basis of a fraud prosecution. 1 76

Changes for which a PMA supplement must be fi led, where the change affects the safety
and effectiveness of the device, include the fo l lowing :

1. "new indications for use of the device"; 177

2. making labeling changes; 178

3. changing the location in which the device i s made, processed, or packaged; 179

4. changing manufacturing facilities, methods, or quality control procedures; 180

5. making changes in sterilization procedures 181 or in packaging; 182

6. making  changes  in  the  performance  or  design  specifications,  circuits,
components, ingredients, principle of operation, or physical layout of the device; 183 or
7. extending the expiration date of the device.184

If the change does not affect the safety and effectiveness of the device, 185 the manufacturer
may  make  the  change  without  prior  FDA  approval  and  without  submitting  a  PMA
supplement. In that circumstance, however, the manufacturer

_____________

174Id.

17521 C.F.R. §814.39(a).

176 United States V. C. R. Bard, Inc., 848 F. Supp. 287 (D. Mass.  1 994); United States v.

Prigmore, 243 F.3d 1 (1st Cir. 2001).

17721 C.F.R. §8 I 4.39(a) (I).

118 21 C.F.R.  §814.39(a)(2).

17921 C.F.R. §8 l 4.39(a)(3).

18021 C.F.R.  §814.39(a)(4); Prigmore, 243 F.3d at 11.

181 21 C.F.R. §8 I 4.39(a)(5).

182 21 C.F.R. §814.39(a)(6).



183 21C.F.R.  §8 I 4.39(a)(7).

1842 l C.F.R. §8 I 4.39(a)(8).

185By way of example, 21 C.F.R.  §8 l 4.39(b) cites as such a change "an editorial change in labeling
which does not affect the safely or effectiveness of the device."

must notify the FDA   of the   change   in the annual report for the device.  186 A force of fraud and
FDA prosecution. of manufacturer has been in the area of change to device after FDA approval
for the original device, where prior FDA approval of the change in the device was not sought. 187

Whether up-front in a PMA supplement or after-the-fact in an annual report, all change
made  by  a  manufacturer  to  an  approved  device  must  be  communicated  to  the  FDA.  This
requirement is important. A principal area of fraud in the man u facture of devices occurs when a
manufacturer  makes  a  change to  a  device  and neither  seeks  prior  approval  or  identifies  the
change in an annual or other periodic report. Indeed, in assessing fraudulent intent, a prosecutor
may well conclude that the rai l u re to seek prior approval for a change that in fact affected the
safety or the effectiveness of a device was not criminal where the manufacturer notified the FDA
of the change in the next annual report. In contrast, a prosecutor may infer that a manufacture’s
failure to do both -seek prior approval and notify the FDA about a change in an annual report-
evinces an intent to hide the change from the FDA, and thus an intent to mislead or defraud the
agency.

E.  The Manufacturing of Drugs and Devices

 The statute and regulations requires that the process by which a drug or medical device is
made is one that will in fact produce the drug or device for which the manufacturer has, approval
to  distribute  compliance  with  this  aspect  of  the  law  require  ·  establishment  by  the  device
manufacturers of a quality system and at satisfaction by d rug and device manufactures with
what are called “current good manufacturing practice.” (CGMPs). 188 These are:

A set of regulations designed to ensure that prescription and over-the-counter drugs [and
devices] are manufactured in such a way that they meet the requirements of the Federal
Food, Drug and Cosmetic Act . . . as to safety and have the identity and strength and
meet the purity characteristics that they purport or are represented to possess.189

Regulations  regarding  the  manufacturing  process  cover  not  only  the  machines  used  in  each
manufacturing  step,  but  such things  as  employee  training,190 building  ventilation,  191 and  the
overall set-up and construction of the manufacturing.

______________
186 21 C.F.R. §814.39(b).
187See, e.g.  United States V. R. Bard, Inc., 848 F. Supp. 287 (D. Mass.  1994).
188For devices, these regulations are set forth at 2l C.F.R. §§820 et seq. For drugs, these regulations are set
forth at 2 1. F.R. §§2 1 0 & 211.The reader should note that the requirement of establishment of a “quality
system” appears in the regulations regard in devices, 21 C.F.R. §201.l imposes on the drug manufacturer
the “minimum current good manufacturing practice for methods to be used in, and the facilities or controls
to be used for the manufacture, processing packing or holding of a drug” to assure the drug’s safety and



efficacy. Despite these differences in terminology, the requirements for drug and device manufacturers are
largely parallel. See infra a note 195.
189United States V. Richly Lab., Inc., 827 F. Supp. 1 145, 1 147 (E.D. Pa. 1992). See also 21 C.F.R.
§820.l  ("The  requirements  in  this  part  are  intended  to  ensure  that  finished  devices  will  be  safe  and
effective and otherwise in compliance with the Federal Food, Drug, and Cosmetic Act.").
19021 C.F.R.  §21 1.25.
19121 C.F.R. §21 l .46.

line.  192  The "failure  to comply with any regulation set  forth" regarding good manufacturing
practices "in the manufacture, processing, packing or holding of a drug shall render such drug to
be adulterated." 193

1.  The Manufacturing Process

Once  a  process  is  up  and  running,  it  must  be  "validated."  194 Thereafter,  from  the
beginning of production through the packaging and labeling of the final product (and during
inspection and testing), CLIENT would have extensive documentation requirements.  195  These
requirements include the preparation of batch records, validation reports, and reports regarding
the  regular  maintenance  and  proper  calibration  of  the  machines  used  in  the  manufacturing
process. 196 Such documents are subject to FDA inspections.

Fraud can and does occur in the manufacturing process:

___________

192
21 C.F.R. § 21 1.42 (the process must be set u p and maintained in such a way so as "to prevent

mi x-ups bet ween different  components, drug product  containers, closures,  labeling, in process materials or
drug products and to prevent contamination").

193
21 C.F.R.  §210.1 (b). The CGMP requirements regarding devices are set forth in 21

U.C.C. §360j(t); the accompanying regulations are set forth in 21 C.F.R.  §§820 et seq., and are now
referred to as  "quality  system  regulations."  See, e.g.,  21  C.F.R. §820.1 (a)(I)  ("Current good  manufacturing
practice (CGM P) requirements are set forth in this quality system regulation."). As with the applicable CGMP
provisions regarding d rugs, 21 C.F.R. §820.1 (c) provides, with respect to devices, that the "failure to comply
with any applicable provision in this part renders     a device adulterated." See Anderson v. Abbot t Lab., 140
F.  Supp.  2d  894  (N.D.  Ill.  2000)  (Abbott  Laboratories  entered  into  consent  decree  with  the  FDA  for
manufacturing process violations, paying a $ I 00 million civil fine and withdrawing numerous products from
the market).

194 
Validation "may be loosely defined as the method by which a manufacturer ensures that a system

or product does what it is purported to do and is what it purports to be." United   States
v.  Richlyn  Lab.,  Inc.,  827  F.  Supp.  1  1  45,  I  1  47 n.  l  (E.D.  Pa.  1  992).  Within respect to devices,  process

validation is set forth in 21 C.F.R. §820.75.
195

See, e.g., Richlyn Lab., 827 F. Supp. at 1 1 S I. With respect to the manufacture of drugs, see also 21
C.F.R. §21 1.80 (records regarding storage. handling, sampling, testing, and approval  of  drug  components,
containers,  and  closures);  21  C.F.R.  §21  I.I 00  (written  procedures  for  production  and process  controls);  21
C.F.R. §21 1.101 (production and control documents regarding drug components in batches); 21 C.F.R. §21 1 .
1 1 3 (written procedures regarding microbiological contamination);  21  C.F.R. §21 1 .1 1 S  (records regarding
reprocessing  of  batches);  21   C.F.R. §21  1.122  (records  regarding labeling  and  packaging  materials); 21
C.F.R. §21 1.125 (records regarding labeling procedures); 21 C.F.R. §21 1 .130 (records regarding packaging
and labeling operations); 21 C.F.R. §211 .142 (records regarding the warehousing of drugs); 21 C.F.R. §21 1 .
150 (records regarding the distribution of drugs); 21 C.F.R. §21 1.166 (records regarding stability testing); 21
C.F.R. §21 1 .182 (equipment cleaning and use records); 21 C.F.R. §21 1 .184 (component records); 21 C.F.R.
§21 1 .188 (production records);  21 C.F.R. §21 1 .192 (failure  investigation reports)  ;  21 C.F.R. §21 1  .  1  94



(laboratory  records); 21  C.F.R.  §21 1.196 (distribution records);  21 C.F.R.  §21  1  .198 (complaint records).
With respect to the manufacture of devices, see also 21 C.F.R. §820.22 (records regarding quality audits); 21
C.F.R. §820.30(j) (records regarding the design history of a device); 21 C.F.R. §820.65 (records regarding lot
traceability of certain devices); 21 C.F.R.  §820.72(b)(2) (maintenance of equipment calibration records); 21
C.F.R.

§820.80(e) (records regarding inspections, tests, and other verification   activities); 21 C.F.R.
§820.1OO (b) (records regarding corrective and preventive actions); 21 C.F.R. §820.160 (distribution

records);  21 C.F.R. §820.181 (device master record); 21 C.F.R. §820.184 (device history record); 21 C.F.R.
§820.186 (quality system records); 21 C.F.R.  §820.198 (complaint files); 21 C.F.R. Section 820.200 (service
records).

196
See, e.g., Richlyn Lab., 827 F. Su pp. at 1 147 n.1.

1. where  failures  in  the  process  occur,  yet  batch  records  are  prepared  as  if  the
process had not failed;

2. where the approved process is not followed, yet batch records are prepared as if
every step had indeed been followed; 197

3. where the product  fails,  for example,  stability  testing, 198  yet  either  the testing
results are falsified to show passing of the test, or new samples are selected and tested
until the product passes, without documentation of the failed test; and

4. where  products  are  mislabeled  or  commingled  and  mispackaged,  yet  the
documentation at that stage of the process reflects no errors. 199

Note  that  in  each  of  these  instances,  an  original  problem  (e.g.,  a  failure  of  a  batch)  was
compounded with a second, intentional fraud (the preparation of a false document). Whether true
or not, it is frequently inferred and later argued in court that where a defendant went to great
lengths to hide a process problem, the intent from the cover-u p activities is reflective of the
original intent regarding the process problem as well.

2.  The inspection Process

The  FDA  has  the  right  to  conduct  periodic  inspections.200 At  the  conclusion  of  an
inspection, the FDA will issue a report of inspectional observations."201 Typically such reports
will identify the inspector's observations regarding potential violations of CGMPs, or his or her
observation regarding deviations between the approved manufacturing process and that observed
during the inspection. The FDA may also send a warning letter to a manufacturer or distributor
of   drugs or devices; warning   letters typically   identify   perceived violations of the Federal
Food, Drug, and Cosmetic Act.202

The fact that the FDA conducts routine COMP inspections, or that the FDA conducts
inspections  as  a  part  of  the  PMA  approval  process,  may  be  of  great  relevance  to  a  fraud
investigation. Such inspections may produce a wealth of damaging or conflicting documentary
evidence; this evidence must be re viewed and understood by all counsel in the context of a fraud
investigation.203 Indeed, FDA inspections occur frequently-as a normal routine matter and as

__________

197United States v.  Copley, Cr.  No.  96-317-KE (D.  Mass.   1 996) (indictment).



198 21C.F.R.  §21  1  .166 (stability  testing required  of  numerous batches  of  product at regular  intervals).
Stability testing "concerns itself with ensuring that a given product remains potent until its stated expiration date."
Richlyn Lab., 827 F.  Supp.  at 1147 n. I.

19999Richlyn Lab., 827 F. Supp.  at 1148.
20021  U.S.C.  §374.  This  statute  includes  authorization  Lo  conduct surprise  inspections.  See United

States v. Thriftiman,  Inc.,  429 F.2d 1 006  (9th Cir.)  cert.  denied,  400 U.S.  926 (1970). 21  C.F.R.  §814.82,
regarding  post  -approval  requirements for an approved Class III medical  device,  similarly  authorizes  access  to
rccon.ls  and  reasonable  inspections.  21  C.F.R.  §812.145  authorizes  inspections of all  records relating  to  an
investigational device exemption.   21  C.F.R. §314.  I25(b)(1 2)  authori7.e  the  FDA  to  refuse to approve an
application  for  a  new drug if the  applicant  does  not  permit  the  FDA an  “adequate  opportunity to inspect  the
facilities, controls and any   records relevant   to the application."

20121 U.S.C. §374(b).
202United States v.  Haas, 1 71 F.3d 259, 263 (5th Cir. 1999).
203United States v. Sigma Int’l, 196 F.3d 1 314, 1 31 8 (11th Cir.  1 999) (violations of the Food   and   Drug

Act found   and criminal   prosecution   initiated   after routine inspection of food
required as a part of the approval process for a product change or new manufacturing methods.
However,  the  procedure  utilized  by  the  FDA  may  not  be  conducive  to  good,  thorough
inspections by inspectors with a precise knowledge of the particular product's manufacturing or
regulatory history.

For  example,  for  approval  of  a  new  manufacturing  process  for  product  Y,  a  site
inspection typically is required.  The FDA inspector who conducts that site inspection may not
have  in  hand the  PMA supplement  for  that  process  for  product  Y and may  not  know,  for
example,  that  product  X  being  produced  at  that  location  has  not  yet  been  approved  for
distribution  for  h  u  man  use.  The  inspector  accordingly  may  make  observations  regarding
packaging and shipment of product X from the facility as a part of his or her report without
noting,  or  even  knowing,  that  such  shipments  are  Illegal  because  product  X  has  not  been
approved. Correspondingly, the FDA reviewer whose responsibility it is to review and approve
the PMA supplement  for the new manufacturing process may not “catch” this  fact from the
inspection report:  His or her focus is on approval of the process for product Y and not whether,
for example, product X has been approved for manufacture at that precise location using that
manufacturing process.

This oversight can prevent a significant issue in any subsequent prosecution for shipment
and sale of unapproved devices. The defense may argue that the inspector's observation of the
manufacture and shipment of product X constituted FDA approval for the "illegal" shipments. At
a minimum, counsel may argue that that fact negates felonious intent: How could the company or
the employee have intended to defraud or mislead the FDA if the company or the employee
approved the shipments knowing the FDA inspector had observed those very facts? These are
factors  the  prosecutor  must  consider  and weigh in  deciding  whether  individuals  and entities
should be prosecuted, or whether the matter should be handled civilly.

3. The "Current Good Manufacturing Practice" (CGM P) 

The CGMP requirements have been challenged as vague204 and in violation of the Due
Process Clause of the U.S. Constitution. Those courts that have considered this issue have upheld
the statute and accompanying regulations.205 In such challenges the question has been whether
the  phrase  "current  good  manufacturing  practice"  adequately  defines  "a  standard  which  the



Administrator  [of  the  FDA]  was  authorized  to  particularize  in  interpretative  regulations."206

"Current" thus "fixes the point in time when the acceptability of the relevant production practices
must be determined" and is not standard less or vague.207

___________

processor, which inspection included random sampling of boxes of shipments sitting in the defendant' s plant), rev’d
on other grounds, 244 F.3d 841 (11th Cir. 2001).

204 The question in such challenges is whether the law is '·so vague and standardless that it leaves the public
uncertain as to the conduct it prohibits or leaves judges and jurors free to decide, without any legally fixed standards,
what is prohibited and what is not in each particular case." Giaccio v.  Pennsylvania, 382 U.S.  399, 402-03 (1 966).

205 United States v. An Article of Drug Labeled White Quadrisect. 484 F.2d 748, 749 (7th Cir. l973); United
States v. Bel-Mar Lab., 284 F. Supp. 875 (E.D.N.Y. 1 968). See also United States v. Articles of Drug, 825 F.2d
1238, 1243-45 (8th Cir. 1 987) (unsuccessful void-for vagueness challenge Lo the word “imitation” in §352(1)(2)).

206 Drug labeled White Quadrisect, 484 F.2d at   749.
207Id.

The  term "good"  is  not  "unduly  subjective"  and  "acquires  adequate  meaning  when  read  in
context."208 Indeed, Congress has recognized that the Secretary's "interpretive regulations as to
good manufacturing practice for purposes of judging the adequacy of the methods, facilities and
controls would be prima facie evidence of what constitutes current good manufacturing practice
in any proceeding involving [§351(a)(2)] of the Food, Drug, and Cosmetic Act . . .."209 

In conducting this analysis, at least one court has noted that the language" utilized by
Congress  in  this  statute  is  neither  less  certain  nor  more  difficult to interpret  than  language
elsewhere  in the  same Act  which  has been  upheld."210 Similarly, in another case a defendant
challenged on appeal the district court's refusal to instruct a jury on the meaning of the term
"current  good  manufacturing  practice”  in  a  prosecution  for  operating  an  unregistered  drug
manufacturing facility  and  for  distributing  adulterated  drugs.211  The  Ninth  Circuit  Court  of
Appeals ordered a retrial on other grounds; in its unreported decision, the court suggested to the
district court that on retrial it may wish to "re-visit the issue."  In suggesting that reconsideration,
the Ninth Circuit did note that an instruction on the crime of selling adulterated drugs, together
with an instruction on the definition of adulterated drugs, "matched with testimony on CGMPs
should have proved sufficient direction for the jury.”212

IV.   PROHIBITED ACTIVITIES

As structured, the Food and Drug Act prohibits a series of acts: Drugs or medical devices
are defined as "adulterated" or "misbranded" if certain things are or are not done vis-á-vis the
drug or device. Thereafter, the Act criminalizes engaging in those prohibited acts. The Act also
imposes strict criminal liability for certain of the prohibited acts. Regard less of the intent of the
actor, misdemeanor culpability may attach, subsequent to misdemeanor sanctions. Where the act
was done with the intent to defraud or mislead, then felony culpability attaches.

A.  Adulterated Drugs and Devices

Title 21 §351 of the U.S. Code sets forth a complicated, lengthy, and detailed definition
of  the  circumstances  in  which  either  a  drug  or  a  medical  device  will  "be  deemed  to  be
adulterated."  Outlined below are those portions of the statute that are likely to result in or form
the basis for a fraud allegation against either a manufacturer or a knowing buyer.



______________

208Id. ("Alternative definitions do not create impermissible ambiguity if the relevant definition is capable of
interpretation by reference to objective criteria.").

209 1962 U.S. CONG.  ADMIN.  News at 2890.

210 United States v. An Article of Drug Labeled White Quadrisect, 484 F.2d 748, 749 (7th Ci r. 1973).

211 United States v.  Thierman, 76 F.3d 390 (9th Cir.  1996) (unpublished table decision).

212 Id.

1. Manufacturing Problems

The statute  contains  numerous  definitions  of the circumstances  in  which a drug or a
medical  device  is  adulterated.213 In  each  circumstance  there  is  the  potential  for  fraudulent
conduct by a manufacturer.  The  following circumstances are defined as adulterated: (1) if a
drug or device consists in whole or in part "of any filthy, putrid, or decom posed  substance”;214

(2) if  drugs  and  device have been "prepared, packed or held under unsanitary  condition ·
whereby  it  may  have  been  contaminated  with  filth "or "rendered  injuries to health”,  215 (3) if
"the methods used in, or the facilities control used for" a drug s manufacture, processing packing,
or holding did not 'conform to r are not operated or administered in conformity with current
good  manufacturing practice  to assure  that   you   such  drug  meet   the requirements"  of
“safety  and  has   the identity and strength, and meets the quality and purity characteristics,
which it  purport   or is represented  to possess"216  (4) if  the methods ' used  in  or the   facilities
or    controls  used  for”  a  device’s "manufacture,  packing, storage,  or installation" do not
meet   good  manufacturing   practices; 217  and   (5)   if   the   drug or  device's  container  is
"composed, in whole or in part,  of any poisonous or deleterious   substance   which   may
render   the  contents  injurious  to health."218

These provisions  stem "from congressional  concern over the danger  that  dangerously
impure drugs might escape detection under a system predicated only on seizure of drugs shown
to be in fact adulterated."219

2. Additional Adulteration Related to Drugs

In  addition  to  the  potential  for  drug adulteration  in  manufacturing,  there  is  also  the
potential for drug adulteration in the drug formula. The following is a list of adulterated drug
formula examples: (1) a drug that “purports to be or is represented to be" one of the drugs listed
in “an official compendium"

______
213see Berger v.  United States, 200 F.2d 818, 821 (8th Cir.  J 952) ('"The statute is designed to prevent

adulteration 'in their incipiency’ by condemning unsanitary conditions which may result   in contamination.").
21421 U.S.C. §351(a)(I).
21521   U.S.C.  §351(a)(2)(A).



21621   U.S.C.   §351(a)(2)(B).  See, e.g., United   States v.  Richly n   Lab. Inc., 827 F.  Supp.   1145, 1152
(E.D. Pa.  1992) ("Defendants’ drug manufacturing, processing and labeling operations are inadequate and fail to
satisfy and comply with the . .  .  Current Good Manufacturing Practice Regulations" and thus defendants "have
introduced adulterated drug products into the stream of interstate commerce in violation of the Food, Drug and
Cosmetic Act.").  See also United   States v. Jamieson-McKames Pharms. Inc., 651 F.2d 532, 544 (8th Cir.  1 981)
(evidence of failure to keep records of the receipt, repacking, and labeling of a drug “supports a conviction under
section 35 J (a)(2)(B) because of a lack of conformity" with current good manufacturing practice), cert. denied, 455
U.S. 1016 (1 982).

217 2l U.S.C. §351 (h).
21821 U.S.C. §351(a)(2)(C).  The statute also sets forth other  ways  in which drugs and devices  may he

adulterated, which are not discussed here.
219United States v. An Article of Drug Labeled White Quadrisect, 484 F.2d 748, 749 (7th Cir. 1 973). See

also H.R. REP.  No.  87-2464, at 2 (1962), 1962 U.S. CONG.  & ADMIN. NEWS, at 2884. ("The manufacturing of
drugs is a business that requires highly qualified and trained personnel, and special laboratory and other facilities
and most careful internal manufacturing, packaging, and labeling controls.  These requirements are necessary to the
assurance that the
and in fact its "strength differs from, or its quality or purity  falls  below,  the standard set forth in
such compendium";220 (2) a drug not listed in an official  compendium if  "its strength differs
from,  or  its  purity  or  quality  falls  below, that which  it purports  or is represented  to be";221

(3) a drug that has been  "mixed  or packed"  with  any  other  substance  "so  as  to  reduce  its
quality  or  strength"  or if it was "substituted wholly or in part therefor";  222 (4) a drug that has
been prepared, pack d or held under  unsanitary  conditions  "whereby  it  may  have been
contaminated with  filth" or if it has not  been  packaged  in  conformity with GMPs;  223  and (5) a
drug not made in accordance with its approved process   or for which inaccurate records are kept
regarding is manufacturing and testing.224

Of potentially pa1ticular and damning relevance in a prosecution for shipment of a non-
FDA-approved drug is medical testimony. Typically, prosecutions for violation of the Food and
Drug Act are brought for shipment of an adulterated product only where the drug or device in
fact was unsafe or hurt persons in whom the drug was used, or where the drug or device as
shipped presented an enhanced risk of injury due to the adulteration.  225 In such cases, medical
testimony is relevant to address the issue of whether the drug or device was unsafe, dangerous, or
presented to the patient an enhanced, unreasonable, or undisclosed risk.226

3.  Additional Adulteration Related to Devices

In  addition  to  the  potential  adulteration  of  devices  in  manufacturing,  devices  can  be
adulterated in additional ways, some of which include: (1) a Class III device being distributed
without a valid PMA or PMA supplement;227 (2) a device that is supposed to meet a performance
standard, but that does not;228 and (3) a device that is exempted from the PMA requirement for
investigational use, but is then distributed for use in a manner not falling within its exemption.229

B.  Misbranded Drugs and Devices
 

21 U.S.C.  §352 defines a series of circumstances in which drugs and devices must be
considered misbranded. These include the following: 
____________________________________________________________________________
drugs will be safe for the user and will have, and so far as possible retain, the identity, strength, quality, purity, and
effectiveness that they purport to have.").



22021 U.S.C. §351 (b).
221 21 U.S.C. §351 (c).
22221 U.S.C. §351(d).
22321 U.S.C. §351(a)(I). See also United States v. Acosta, 1 7 F.3d 538, 539 (2d Cir.  1994).
22421 U.S.C. §35l (a)(2)(B); 21 C.F.R. §21 1. See also United States v. Sardesai, 125 F.3d 850, 1997 WL

626540 (4t h Cir. Oct.  10, 1 997) (unpublished table decision).
225United States v. Prigmore, 1996 WL 464030, a t *9 (D. Mass. Aug. 7, 1996), vacated and remanded, 243

F.3d I (1st Cir. 2001); United States v. Hiland, 909 F.2d l 1 14 (8th Cir. I990). 
226 Hiland,  909  F.2d  at  1  1  34  (medical  testimony  "helped  to  show  E-Ferol  was  dangerous  when

administered in accordance with dosage directions and other recommendations for use in its labeling.").
22721 U.S.C.  §351(t)(l) (A)(l).
22821 U.S.C.  §35l (e).
22921 U.S.C. §351 (I).

1.         if the label is “in any particular” way false or misleading;230

2. if the label does not bear or contain adequate directions for use; 231 and
3. if the drug, as labeled, is dangerous to health when used in the dosage, or with the

frequency or duration, prescribed, recommended, or suggested   in the labeling.232

If the labeling and manner of marketing suggests, even implicitly, that the drug is being
legally  marketed  in  the  United  States  with  prior  FDA approval,  the  drug  is  misbranded.233

Pursuant to 21 U.S.C. §32l (k), the label is "a display of w1itten, printed or graphic matter upon
the immediate container of any article." Labeling, on the other hand, is broader and means "al l
labels and other written, printed or graphic matter (1) upon any article or any of its containers or
wrappers, or (2) accompanying such article."234

In cases involving application of the Food and Drug Act’s provisions to the distribution
of food, a number of general principles regarding labels and labeling have developed.  A label is
misleading if “the ultimate purchaser will
___________________

23021 U.S.C.  §352(a).  See also FDA v.  Brown & Williamson Tobacco Corp., 529 U.S. 1 20, 1 56 (2000)
(''the supervision of product labeling to protect consumer health is a substantial component of the FDA 's regulation
of drugs and devices"); United States v. Jamieson-McKames Pharm. Inc., 651 F.2d 532, 545 (8th Cir.  1 981) (bottle
of d rugs bearing false expiration dates or not listing all of the drugs contained within the bottle were misbranded),
cert. denied, 455 U.S. 1016 (1982); Woodward Lab., Inc.  v.  United States, 198 F.2d 995 (9th Cir. 1 952) (drug   in
which  the  content  of  a  particular  component  was  only 30% to  73% of  the  amount  listed  on  the  label    was
misbranded   in violation of 2 I    U.S.C. §352(a)).

2312 l   U.S.C.  §352(f).  See, e.g...  United States v.  Hiland, 909 F.2d   1 1 1 4, 1124 (8th Ci r. 1 990)
(prosecution charging that generic drug used by infants misbranded for failure to bear adequate directions for use);
United States v.  Evers, 643 F.2d 1043 (5th Cir.  1 981) (physician who used a drug in his own practice of medicine
on his own patients in a manner not listed on    the labeling and for which use the labeling had no directions did not
misbrand or mislabel the drug); Irons v.  United States, 244 F.2d 34, 38 (1st Cir.), cert.  Denied.  354 U.S.  923 (1
957) (food that did not contain adequate   directions   "for   the   use   for   which   they   were   intended"   was
misbranded).

23221 U.S.C. §352U). See also Brown & Williamson, 529 U.S. at 1 35-36 (were cigarettes and smokeless
tobacco either d rugs or devices and within the FDA's jurisdiction, they would be misbranded and could not be
introduced into interstate commerce under the FDA's administrative findings regarding those products, as "there are
no directions that could make tobacco products safe for obtaining their intended effects"); Hiland, 909 F.2d at I 1 24



(prosecution charging that generic drug used by infants misbranded for failure to bear  "adequate warnings for when
its  use might be dangerous" and for failure to bear adequate warnings "against unsafe dosage, administration, and
application"); United States v. Abbott Lab., 505 F.2d 565, 572 (4th Cir.  1974) ("Evidence that use of Abbott’s
intravenous  solutions  may have  been  the  cause  of  deaths  which  occurred  manifestly  would  establish  that  the
solutions were 'dangerous lo health."), cert denied, 420 U.S. 990 (1975).

233United States v. Haas, 1 71 F.3d 259, 266 n .10 (5th Cir.  1 999) ("the Jack of FDA approval made
NAPS's  [the  mail  order  pharmaceutical  company’s]  drugs  illegal.  The  jury  also  learned  from  a  FDA  import
compliance officer that without FDA approval, the drugs could not be legally marketed in the United States.  Thus,
the jury could have rationally   found   that in APS’s drugs did not comply with mandatory labeling requirements.
Without the exemption, the evidence showed   that   the drugs   were   'misbranded'   under   21   U.S.C.   §352.").

23421 U.S.C. §321 (m). See United States v. Kordell, 335 U.S. 345, 348 (I 948) (the phrase "accompanying
such article” relative to labeling includes advertising and other marketing   and sales literature distributed with the
product and for use in its sale, even if not physically shipped and distributed   with   the product).

be misled.”235 This effect is not typically measured on a reasonable consumer, but rather on “the
ignorant, the unthinking and the credulous.”236

Application of these food cases to drug and medical device prosecutions, however, must
be approached with caution. The purchaser and the user of the drug or the device, may not be one
and the same, as is usually the case for food. The purchaser may be the patient or his or her
insurance company. The user-the person who prescribes the drug and understands how it is to
function,  or  selects  the  device  and  actually  manipulates  and  uses  it-may  be  the  patient's
physician. That individual typically is highly trained and intelligent; he or she may indeed be a
specialist with extensive background and experience using or prescribing the particular drug or
device. He or she should not fall within the “ignorant, the unthinking and the credulous." Rather,
the physicians are expected to exercises sound judgment, meeting a standard of care in his or her
specialty in, among other things, the use of devices and the prescription of medication. This does
not mean, Of course., that a physician cannot be fooled or misled by false labeling or product
claims. His or her training and expertise, however, place him or her in a different frame of mind
for assessing the credulity of such claims. Thus, in evaluating the merit of a misbranding charge
against a manufacturer, the prosecutor must consider the effect of the misbranding on a fairly
educated and sophisticated consumer.

The manner of misbranding may of course itself provide a basic for fraud liability. If the
misbranding suggests that a drug or device will work in a certain manner when in fact it does
not,  then  the  purchaser/user  may  have  been  defrauded.  In  such  circumstances,  where  an
insurance  program has  paid  for  that  misbranded drug,  that  program was the  direct  financial
victim. Misbranded drugs, accordingly, can include drug received without lot numbers or expire
date .237

For the most part, Medicare and Medicaid do not pay for over-the-counter drugs; thus, a
potential fraud case against CLIENT will likely involve only prescription drugs paid for as a part
of the treatment of a paitient.238 Accordingly, misbranding issue should arise only in the fraud
context with respect to prescription drugs. "The primary objective of prescription drug labeling is
to provide the essential formation the practitioner need to use the drug safely and effectively in
the care of patients.”239 In construing whether label or labeling are false and misleading "what is



pertinent  is  the  effect  the  claim would  have  on  those  to  whom they are  addressed  namely
prospective purchaser and actual customer."240

_____________________

235Libby, McNeill & Libby v.  United States, 148 F.2d 71, 74 (2d Cir.   1 945).
236U.S. v. An Article Consisting of 216 Individually Cartoned Bottles, 409 F.2d 734, 740 (2d Cir. l969).
237United States v.  Dino, 919 F.2d 72. 74 (8th Cir.  1 990) (drugs sold without expiration numbers bear

false or misleading labeling because "doctors. patients and drug manufactures all rely on pharmacists to sell safe and
effective drug -not drugs impossible to trace for a recall, or which may have surpassed an expiration date."). cert.
denied, 502 U.S. 808 (1991).

238 for example, Medicare pays for injectable drugs that must be prescribed and injected by a physician, or
under his or her direction as a part of the patient' s treatment.  42 C.F.R.§405.517 (coverage for "drug or biological
furnished incident to a physician’s service").  An example of such a drug is the injectable treatment for prostate
cancer.

23940 Fed.  Reg.  15,392 (1 975).
240Irons v.  United States, 244 F.2d 34, 39-40 (1st Cir.), cert. denied, 354 U.S. 923 (1957). Irons involved a

prosecution for mislabeling and misbranding food and drugs as a cure-all for

C. Prohibitions Regarding Samples

21  U.S.C.  §353(c)(I)  prohibits  the  sale,  purchase,  or  trade  of,  or  the  offer  to  sell,
purchase, or trade, a drug sample. This prohibition applies only to prescription drugs.241 A drug
sample is "a unit of drug . . . which is not intended to be sold and is intended to promote the sale
of the drug."242

As noted elsewhere,  the Food and Drug Act imposes  strict  misdemeanor liability for
violation  of  its  criminal  prohbitions.243 However,  the  fact  that  the  Act  prohibits  the  sale  of
samples does not, by itself, extend the strict liability or no men’s rea provisions to officers and
executives of a company in which other employees may have distributed samples for sale.244

Absent proof of some participation by an upper-level executive in the sale of the sample,  an
executive of a company cannot be prosecuted for the sale of drugs samples solely because an
employee the he or she supervised engaged in the sale of drug samples. 

A  drug  manufacturer  is  subject  to  strict  regulations  regarding  the  dissemination  of
samples.245 Samples may be distributed by mail or common carrier or by other means; whatever
the avenue of distribution, sample may be distributed only to “practitioner licensed to prescribe
such drugs if they make a written request for the drug samples,” or at the request of such a
person, to “pharmacies of hospital or other health care entitiles.”246

Before a sample may be distributed by mail or common carrier, the licensed practitioner
must request the sample in writing and the manufacturer must establish a delivery system “which
requires the recipient of the drug sample to execute a written   receipt."247 The request form must
contain:

1.   the  name,  address,  professional  designation,  and  signature  of  the  practitioner
requesting the sample;248



_______________

certain  diseases  and afflictions.  In  assessing the falsity or  misleading nature  of  the  labeling,  the  First   Circuit
considered  "prospective  purchasers  and  actual  consumers... who  cannot  be presumed to have special  expertness
or lo be unduly cautious, but  who are more likely than  not  to  be  persons  who are  pathetically eager to find some
simple cure-all  for the disease with which they are afflicted or who are susceptible to luridly painted scare literature
as to the prospect   of  being disease-ridden unless they can consistently partake of the vaunted drug product."
Compare United States v. Hanafi. 124 F. Supp. 2d 1016, 1025 (N.D. Tex. 2000) (in prosecution for distribution of
misbranded infant   formula, the court    noted   that a charge of misbranding based on misleading labeling or
advertising   considers   "not only   affirmative   representations   but   also the extent to which the labeling or
advertising fails to reveal facts material in the light of such representations   or   material   with   respect   to
consequences").

241 21 U.S.C.  §353(c) (I) & (b) (I).
242 21 U.S.C.  §353(c)(I).
243See infra Section V.B. I.
244  21 U.S.C.   §353(c)(1)  ("Nothing in  this  paragraph  shall  subject  a  n  officer  or  executive  of  a  drug

manufacturer . . . to criminal liability solely because of a sale, purchase, trade, or offer to sell, purchase, or trade.  by
other employees of the manufacturer.").

24521 U.S.C. §353(d)(1) ("Except as provided in paragraphs 2 and 3, no person may distribute any drug
sample."). The law enacting these provisions is sometimes referred to as the Prescription   Drug   Marketing Act.

24621 U.S.C.   §353(d)(2)(A) & (3)(A).
24721 U.S.C.  §353(d)(2)(A)(i) & (ii).
24821U.S.C.  §353(d)(2)(B)(i).

2. the identity of the sample requested and the amount; 249

3. the name of the manufacturer; 250   and

4. the date of the request.251

These  “request  forms"  must  be  maintained  for  a  period  of  3  years  along  with  the  sample
distribution receipts.

 Before a manufacturer may distribute samples through sales representatives, a licensed
practitioner  must  request  the sample in writing.  252 At least  annually,  the manufacturer  must
conduct  a  "complete  and  accurate  inventory  of  all  drug  samples”  in  the  possession  of  its
representatives. 253 Records  of  drug  samples  distributed,  destroyed,  or  returned  to  the
manufacturer must be maintained for at least 3 years. 254

V.  CRIMINAL PROSECUTIONS

Criminal prosecutions relating to Food and Drug Act violations usually are based on a
combination of charges pursuant to the Food and Drug Act, and general criminal fraud statutes.
Relevant case law illustrates numerous incidents where general criminal statutes were used in
lieu of Federal Food and Drug Act charges because of potential complexities involved in the
Food and Drug Act prohibitions.  255 Indeed, prosecuting under more commonly used criminal
statutes is an option that prosecutors, faced with conduct set against the complex backdrop of the
Food and Drug Act requirements,  could consider against  CLIENT. Practitioners representing
subjects and targets of criminal investigations also should bear in mind that, although CLIENT’s
questionable conduct may appear to be technically acceptable under a reading of the complex



regulations governing the Food and Drug Act, the elements that must be proven in a criminal
case involving a title 18 criminal charge may be far simpler and less complex.

ln addition, case law demonstrates that there is an increasing "melding" of complex Food
and Drug Act charges with routine fraud allegations. United States v. Hiland, 256 a prosecution of
a generic drug manufacturer, presents a classic example.  In that case, the drug manufacturer and
numerous  employees  were prosecuted  for  the distribution  of  a  drug used in  the  intravenous
feeding of neonatal infants. The Food and Drug Act counts charged that the drug, Ebersol, was
an unapproved new drug that was misbranded in five different ways.   The fraud charges,  in
contrast, alleged that the defendants defrauded

__________
24921 U.S.C.  §353(d)(2)(B)(ii).
250 21 U.S.C. §353(d)(2)(B)(iii).
251 21 U.S.C. §353(d)(2)(B)(iv).
25221 U.S.C.  §353(d)(3)(A).  The written   request must be on a form that identifies   the practitioner, the

sample drug and quantity requested, the name of the manufacturer, the date of the request, and the signature of the
practitioner making the request.  Id.

25321 U.S.C.  §353(d)(3)(C).
254 Id.
255 See infra note 323.
256909 F.2d 1114 (8th Cir. 1990).

"neonatologists and other medical professionals . . . by . . . intentionally represent[in] E-Ferol as
safe and effective for intravenous use in premature  infants to treat RLF despite knowing no
testing had been done to establish  it  as safe  and effective for such use" and by continuing such
representations  after  receiving  reports  from  physicians  about  "severe  adverse  reactions  and
deaths."257 This latter allegation is in many respects a simple and rather typical criminal fraud
allegation: The defendant made a marketing claim that was not true, and the defendant continued
making the claim even after being told about circumstances that demonstrated the falsity of the
original representation.

A. The Broad Prohibitions Against Adulteration and Misbranding

21 U.S.C. §33l (a) broadly prohibits a number of activities, most of which use or depend on
the defined concepts of adulteration and misbranding.

1. Distribution Prohibitions

For purposes of potential  fraud cases against  CLIENT, there are three prohibited acts  of
relevance, all pertaining to the distribution of adulterated drugs or devices. The Food and Drug
Act prohibits (1) the "introduction or delivery for introduction" into interstate commerce258   of
any  drug or device that  is "adulterated"  or "misbranded,"259  or the receipt and delivery,  or
proffered delivery for pay or other wise,  of  any  such  drug or device;260  (2) the  "adulteration
or  misbranding"   of  any  drug  or  device  that  is  in  interstate   commerce;261   and   (3)  the
manufacture  of any drug or device within  "any Territory"262 that  is adulterated  or misbranded.
263



2. Manufacturing Prohibitions

Consistent with good manufacturing practice requirements, the Food and Drug Act prohibits
the following: (l) the refusal to permit the FDA to access or to copy any required records;264 (2)
the failure to establish or maintain any
records,  or  to  make  any report,  as  required,  as  well  as  the  refusal  to  perm it  access  to  or
verification or copying of any such required records; 265 (3) the
____________

257 Id. at 1124.
258 "Interstate commerce," as defined in 2l U.S.C.   §321(c), includes   "commerce   between any State or Terri tory and

any place outside thereof” and “commerce within the District of Columbia or within any other Territory   not organized   with   a
legislative   body."

25921   U.S.C.  §331(a).
2602 1   U.S.C.  §331(c).
26121 U.S.C. §331(b). See, e.g., United States v.  Andrea is.  366 F.2d 423 (2d Cir.  1 966) (false and misleading

advertising claims i n connection with sale of tablets), cert.  denied, 385 U.S.  1001 (1967).
262"Terri tory" is defined in 21 U.S.C. §32 J to mean "any Terri tory or possession of the United States, including the

District of Columbia, and excluding the Commonwealth of Puerto Rico and the Canal Zone." It is unclear why this prohibition is
l i mi ted just to manufacture within any territory and does not expressly include such conduct within a   state.

2632l U.S.C. §331(g).
264 21   U.S.C.  §331(e).
26521 U.S.C. §331 (e). See, e.g., United States v. An Article of Drug Labeled White Quadrisect, 484 F.2d 748, 749 (7th

Cir.  1973) ("The district court found violations of GMP

refusal to permit entry or inspection as required; 266 and (4) the failure to   register as a producer
of drugs or devices.   It  is  a prohibited act  not only to fail  to register  the fact that  one is  a
producer, but also to fail to register all locations or establishments at which drugs and devices are
manufactured.267

3.  Samples Prohibitions

21 U.S.C. §331(t) prohibits the sale, purchase, or trade of a drug or drug sample, or the
offer to sell, purchase, or trade a drug or drug sample in violation of 21 U.S.C. §353.268

B.  The Crimes269

1. Misdemeanor Culpability

a. In General

Unlike most criminal statutes, 21 U.S.C. §333 of the Federal Food and Drug Act imposes
misdemeanor criminal responsibility without a scienter requirement.270 21 U.S.C. §333 provides,
simply, that "[a]NY person who violates

____________
standards by defendant which include the failure to keep basic production records,  inadequate testing of active
ingredients   before   use, and   insufficient   tests of   the finished   product   prior   to    shipment.").

26621 U.S.C. §331(t). Compare United States v.  Stannic Sales Co., Inc., 387 F.2cJ 849 (3d Cir. J 968)
(manufacturer  of  d rugs  had a Fou11h Amendment  right  to refuse  administrative  inspection,  and could not  be
prosecuted for 2 l U.S.C. §331 (t) violation where FDA   inspector did   not   proceed   with   carefully   delimited
subpoena   for   records   or   with   a   written   notice of inspection).



267A  manufacturer  may  operate  plants  in  many  different  locations;  registration  of  all  manufacturing
establishments is   required by 21 U.S.C. §360(b).  The failure   to register   as required by that section is prohibited
in 21 U.S.C.  §331(p). See United States v.  Anthos, 172 F.3d 877, 1999 WL 132252 (9th Cir.  l 999) (unpublished
table decision) (defend ant prosecuted, inter alia, for operating an unregistered drug manufacturing facility); United
States v.  Thierman, 76 F.3d 390 (9th Cir.  1 996) (unpublished table decision) (defendant prosecuted, inter alia, for
operating an unregistered drug manufacturing facility). As recognized by the Ninth Circuit in Anthos, Congress had
concluded that it was necessary to provide for registration and inspection of all establishments in which drugs are
manufactured.   prepared,  propagated,  compounded,  and    processed  because  the products  of  all  manufacturing
establishments “are likely to enter the channels of interstate commerce and directly affect such commerce." Anthos,
l 999 WL J 32252, at *4. The Ninth Circuit thus rejected the defendant’s   claim   that   the requirement   of
registration   did not apply to facilities that operated for fewer than 5 days. "[S]much an interpretation would allow
short-term drug manufacturers  to circumvent the legal  registration requirement  by manufacturing for four days,
closing   up their facility, and recommencing   a t   another location." Id.

268See, e.g., United States v.  Hussain, 181 F.3d 93, 1 999 WL 4151 84 (4th Cir.  1999) (unpublished table
opinion) (defendant convicted of one count of selling sample d rugs); United States V. Gallize, 53 F.3d 334.  1995
WL 2581 07 (7th Cir.  l 995) (unpublished table opinion) (defendant convicted of one count of unlawfully selling a
promotional drug sample); United State v. Tobin, 1995 WL 410836 (N.D. III. July 10, 1995) (defendant convicted
of selling 60 pills of 300 milligrams Zantac samples).

2691n 1983, Congress enacted I8 U.S.C. § 1365 to prohibit tampering of a consumer product where the
action is with reckless disregard to the risk of death or bodily injury to the consumer. See 1983 U.S. CODE CONG.
& ADMIN.  NEWS at  1  257.  It  is  unlikely  that  that  statute  will  form the  basis  of  a  fraud  prosecution  of  a
manufacturer or seller of devices and it is not covered i n this book.  Compare United States v. Acosta, 1992 WL
367121 (S.D.N.Y. Nov. 23, 1992).

270united States V. Hi land, 909 F.2d 1 1 14, 1 127-28 (8th Cir.  1 990); United States

a provision of Section 331 . . . shall be   imprisoned for not more than one year or fined not more
than $1000 or both.  “Thus, if an individual ships a device that is misbranded by u se of an
unapproved label, the individual can be prosecuted for such a violation even if the mislabeling
had  occurred  because  of  a  mistake  or  error.  “Congress  weighed  the  possible  injustice  of
subjecting an innocent seller to a penalty against the evil of exposing innocent purchasers to
danger from the drug, and concluded that the latter was the result preferably to be avoided." 271

This concept of criminal  culpability without knowledge or intent  is extraordinarily strict  and
unusual in the U.S. system of justice.  As the Supreme Court has noted:

The  offense  is  committed  .  .  .  by  all  who do  have  such  a  responsible  share  i  n  the
furtherance of the transaction which the statue outlaw, namely to put into the stream of
interstate commerce adulterated or misbranded drugs. Hardship there doubtless may be
under a statute which thus penalizes the transaction though consciousness of wrong-doing
be totally wanting. Balancing relative hardship, Congress has preferred to place it upon
those  who  have  at  least  the  opportunity  of  informing  themselves  of  the  existence  of
condition ·imposed for the protection of consumers before sharing an illicit commerce,
rather than to throw the hazard on the innocent public who are wholly helpless.272

A drug manufacturer may thus be criminally culpable and convicted for a misdemeanor under
this statute, and punished, even though the product adulteration was the result of the conduct of a
subcontractor, of which the manufacturer was unaware.273 "The person who brings goods into
commerce, by whatever means or implements, is bound to see that the commodity thus put i n
commerce is not beyond the pale of the legislative act."274



As a practical matter, manufacturers usually are not held criminally responsible on a strict
liability theory for the conduct of subcontractors. 275 Although

v. Articles of Drug, 825 F.2d 1238, 1246 (8th Cir. 1987) ("The government need not prove knowledge or awareness
that the drugs are misbranded  or  an  intent  to deceive  or defraud.");  United  States v. Abbott Lab., 505 F.2d 565,
573 (4th Cir. 1974) (21 U.S.C. §331(a) "prescribes a cri me of which scienter is not a necessary element"), cert.
denied, 420 U.S. 990 (1975); United States v. Origin Lab., Inc., 577 F. Supp. 1514, 1 526 (E.D.N.Y. 1984) (criminal
liability in food and drug misdemeanor cases attaches without any proof of intent, knowledge, or awareness  of
wrongdoing), aff’d, 751 F.2d 373 (2d Cir.1984).

271 United States V. Baling. 258 U.S. 250, 254 (1 922).

272 United States v. Dotterweich, 320 U.S. 277, 280-81 (1943).

273 United States V. Parfait Powder Puff Co., 163 F.2d 1008 (7th Cir. 1 947) (The defendant (1) "knew that
the goods would pass into commerce," and (2) that i f those goods violated the Food and Drug Act "liability would
be incurred" and thus "this liability it could not shift to the instrumentality which it had created for the purpose of
accomplishment of the completed transaction of manufacture, distribution and sale.").

274Parfait Powder Puff Co., l63 F.2d at 1010 ("'Defendant may not put into operation forces effectuating a
placement  in  commerce  of  a  prohibited  commodity  in  its  behalf  and  then  claim  immunity  because  the
instrumentality i t has voluntarily selected has failed to live up to the standards of the law.").

275But see United States v.  Beech-Nut Nutrition Corp., 871 F.2d 1181 (2d Cir.) cert.  Denied, 493 U.S. 933
(1989). That case, unlike the United States V. Groggy. 76 F.3d 189 (8th Cir.), cert. denied, 517 U.S. 1200 (1996),
prosecution, involved charges, against Beech-Nut Nutrition Corp. and two top executives, including its president
and vice-president for operations. Beech-Nut had purchased adulterated apple juice concentrate from a supplier who
also  was  the  structure  of  the  Food  and  Drug  Act  shifts  all  risk  for  misbehavior,  criminal  or  otherwise,  by
subcontractors from the rest of society to a distributor of a product, the prosecutor seldom charges the manufacturer. 

a classic example is the prosecution in United States v. Roggy.276 In that case, General Mills hired
a pesticide applicator to apply an FDA-approved pesticide to raw oats used by General Mills to
make cereal.  At some point in their contractual relationship, General Mills stopped buying the
pesticide for Roggy and contracted with him to both purchase and apply the pesticide. "[B]ecause
he  was  experiencing  financial  difficulties,"  Roggy  switched  to  an  unapproved  pesticide.  277

Thereafter,  routine  FDA  inspections  of  General  Mills'  products  detected  the  presence  of  a
chemical not approved for use on raw oats. The FDA commenced an investigation to determine
where  in  General  Mills'  manufacturing  and packaging  process  the  unapproved chemical  was
being used on the cereals.   During that    investigation,  and after    initially    lying  to  FDA
investigators and denying use of an unapproved pesticide, Roggy admitted his conduct to General
Mills employees.  He was thereafter prosecuted, convicted of mail fraud and title 2I violations,
and sentenced to 60 months' imprisonment.  

General  Mills  itself  was  not  prosecuted.   However,  General  Mills  was  heavily
investigated,  and, because of Roggy’s  conduct,  suffered significant  financial  losses.   "Further
testing by the FDA revealed that all of General Mills' grain p[rocessing] facilities i n [three cities i
n Wisconsin] had been contaminated."278 "[W]ide spread . . . contamination was found in oats and
oat flour from these facilities, in finished cereal products and in a spraying apparatus.



. . . Approximately 16 million bushels of oats and 160 million boxes of cereal were tainted by the
unapproved pesticide."279 General Mills suffered losses totaling $146 million, including legal and
consulting  fees,  marketing  costs,  sales  costs,  operating  costs,  and  amounts  applied  to  its
contingency   fund.280

In many respects, General Mills was a victim of Roggy’s conduct: It paid him to perform
a service, and because be cheated, General Mills lost millions

charged in the same indictment. The Second Circuit’s opinion is replete with references to evidence that
the top Beech- Nut executives were aware of the adulteration.  or when   told by subordinates that the
juice supplied by the   subcontractor was adulterated, choice to ignore the warnings or directed employee
not to investigate further.

27676 F.3d 189 (8th Cir.), cert. denied, 517 U.S. 1200 (1996).  Although not a drug or device case
(the adulterated product presented i n the case is food), the principles presented are equally    analogous.

277 Id. at 19l. By making the switch, Roggy saved $90 per gallon or about $85,000. Id.
278Id.
279 Id.
280Id. at 192 n.3.

of dollar  because it  shipped an adulterated  product.  There was no suggestion in the opinion
regarding any complicity by any General Mills employees in Roggy’s conduct. In the absence of
such evidence General Mills was appropriately not prosecuted.  The decision not to prosecute
General Mills for misdemeanor shipments   of adulterated product was a matter of prosecutorial
discretion, however, and not failure of proof: General Mills had shipped products that contained
a pesticide (drug) not approved for human use, and as such, were adulterated.  General Mills
could have been held criminally liable under 21 U.S.C.  §333(a).

b. Individual Liability

An individual may be strictly  liable  under the  Food  and  Drug  Act  if  he or she held,
at the time of the criminal conduct, "a position of sufficient authority and responsibility i n  the
conduct  of  the business"  regarding the processes  and acts  of  the corporation  of  business
that  resulted  in  the  challenged  conduct.281 In United States v. Park,282 the Supreme Court noted
"We are satisfied  that  the Act imposes the highest ·standard of care and permit conviction of
responsible corporate  officials  who,  in  light    of this standard  of care,  have the  power to
prevent  or  correct  violation · of  its provision.”283 The  Food  and  Drug  Act  is a statute that
uses penalties as an effective means of regulations; thus, “in the  interests of the larger  good,"
the Food  and Drug  Act "puts the  burden  of  acting  at hazard  upon a person  otherwise



innocent but standing in responsible  relation  to  a  public danger."284 In Morissette v. United
States,285 the Supreme Court reviewed at length  the purpose and reason for such  "intent-free"
crimes and the ultimate fairness  of  such  congressionally  authorized prosecutions.

While such offenses do not threaten the security of the state in the manner of treason,
they may be regarded as offenses against its authority, for their occurrence impairs the
efficiency of controls deemed essential to the social order as presently constituted. In this
respect, whatever the intent of the violator, the injury is the same, and the consequences
are injurious or not according to fortuity.  Hence, legislation applicable to such offenses,
as a matter of policy, does not specify intent as a necessary element. This accused, if he
does not will the violation, usually is in a position to prevent it with no more care than
society might reasonably expect and no more exertion than it might  reasonably exact
from one  who  assumed  his  responsibilities.  Also,  penalties  commonly  are  relatively
small, and conviction does not do grave damage to an offender’s reputation. 286

Obviously, "it does not follow that . . . every employee . . . would have potential criminal
culpability; rather, only those who share in the responsibility
_______________

281  United States v. H.B. Gregory Co., 502 F.2d 700, 705 (7th Cir.  1 974), cert. denied, 422 U.S. 1007
(1975).

282421 U.S.  658 (1975).
283Id.  At 676.
284United  States  v.  Dotterweich,  320  U.S.  277,  280-81  (1943)  ("the  article  may  be  misbranded  (or

adulterated) without any conscious fraud at all"). See also United States v. Waynesfield Warehouse Co., 376 U. S.
86, 91-92 (1964); United States v. Baling, 258 U.S. 250, 254 (1922).

285342 U.S. 246, 256 (1952).
286 Id.

of  distributing  adulterated  or  misbranded    drugs  [or  devices]  in  interstate  commerce  are
potentially criminally liable."287  As the Supreme Court observed in United States v. Park, 288 "it
[is] enough . . . that by virtue of the relationship he bore to the corporation, the agent had the
power to prevent the act complained of."289 Whether a corporate officer will be held strictly liable
will depend on the particular factual circumstances regarding the adulteration or misbranding at
issue and the authority of the corporate officer with respect to that specific conduct.

Dotterweich and the cases which have followed reveal that in providing sanctions which
reach and touch the individuals who execute the corporate mission, the [Food and Drug]
Act imposes not only a positive duty to seek out and remedy violations when they occur
but also, and primarily,  a duty to implement  measures authority that will  insure that
violations will not occur.290

In the prosecution or defense of a case involving adulteration or misbranding, CLIENT should
consider the following:

1. What is the position of the officer in the company, and what objectively was included
in that particular job?



2. What did CLIENT do in discharging his or her job?  Did he or she assume broader
responsibilities  than  stated  in  his  or  her  job's  description?  Did  he  or  she  have
narrower responsibilities, and were his or her duties performed by someone else?

3. Did CLIENT give directions or instructions, or did he or she directly supervise the
employees who caused the adulteration or misbranding? And

4. Was the officer frequently physically present where the adulteration or misbranding
was taking place?

Responsibility  and  knowledge  are  core  issues.  "Responsibility  .  .  .  depends  upon
knowledge, and if knowledge is established it depends further on the action or no action of the
officer or employee after he [has] obtained know ledge."291

Individual  culpability  has  been  found  where  the  corporate  officer  involved  had  the
authority and the capacity to stop the challenged conduct and thus could have prevented the
adulteration or misbranding merely by the exercise of his or her actual corporate authority.292 To
the extent that a charged individual claims that his or her actions or authority as a corporate
officer do not “bring
________________

287 United States v. Abbott Lab., 505 F.2d 565, 573(4th Cir. 1974), cert. Denied, 420 U.S. 990 (1975).
288421 U.S. 658 (1 975).
289 Id. at 671.
290ld.  At 672.
291 Abbott Lab., 505 F.2d at 573.
292  See, e.g., United States v. Park, 421 U.S. 658, 674-75 (1975); United States v. H.B.Gregory Co., 502

F.2d 700, 703-06 (7th Cir. 1974), cert. denied, 422 U.S. 1007 (1975); United States v. Beech-Nut Nutrition Corp.,
871 F.2d 1181, 1184 (2d Cir.)

him within the corporate liability standard," that is an affirmative defense that the individual has
the burden of raising at trial.293

It also has been held that in a conspiracy to violate 21 U.S.C. §331, not all defendants
need have intent to defraud: If just one co-conspirator has such intent, he or she may be found
guilty  of  felony liability  while  all  his  or  her  co-defendants  are  guilty  of  only misdemeanor
violations. 294

2. Felony Culpability

a. In General

If the violation of 21 U.S.C. §331 is either a second offense, 295 or committed with "intent
to defraud or mislead,"296 then felony culpability is applicable.297 to act with the intent to defraud
"means to act with the specific intent to deceive or cheat."298 For a defendant to act with intent to
mislead, the defendant must have knowledge of the essential nature of the fraud.299 Sometimes
cases  turn  on  the  meaning  of  a  statutory  or  regulatory  term  or  phrase  and  a  defendant's
interpretation of that term or phrase; in such cases, evaluation of the individual's intent should



include  an  assessment  of  the  meaning  of  the  term  or  phrase  and  whether  the  individual’s
interpretation is objectively   reasonable. 300

The  federal  courts  have  observed  that  even  literally  truthful  statements  may  have
deceptive results.301  Deception may result from the use of statements "not technically false or
which may be literally true."302 “The aim of the statute is to prevent that resulting from indirection
and ambiguity, as well as statements
_________________

293 Park, 421 U.S. at 673; United States v. Waynesfield Warehouse Co., 376 U.S.  86,
91(1964).

294 United States v. Acosta, 17 F.3d 538, 544 (2d Cir.  1994) ("If in addition to providing that two or more
persons conspired to violate §331, the government proves that any defendant who so conspired also had the intent to
defraud or mislead, that defendant should be subject to the more severe penalty provided by   §333(a)(2).").

29521  U.S.C.  §333(a)(l).  A  second  violation  occurs  if  "any  person  commits  such  a  violation  after  a
conviction of him under this section has become final." This provision accordingly apples only to an n offender who
has previously been charged with violation of 21 U.S.C.  §333(a), with or without intent to defraud, and all appeals
from such prior conviction have been exhausted.

29621 U.S.C. §333(a)(2). This is a specific intent crime; the Tenth Circuit has held that “it was essential that
the jury be told that under §333(b) intent to mislead or defraud was an essential element of the crime." United States
V.  Industrial  Lab.  Co.,  456 F.2d  908 (10th Cir.  1972)  (where  intent  is  an essential  element  of  the  crime,  the
instructions must "contain a clear and unambiguous description of specific intent as an essential element").

29721 U.S.C.   §333(a)(2).  The  maximum penalties  are  3  years’  imprisonment  or  a  $250,000 fine  (for
individuals) and a $500,000 fine for corporations.

298 United States v.  Hiland.  909 F.2d   1114, 1129 (8th Cir. 1990).

299 United States v. Vitek Supply Corp., 144 F.3d 476, 488 (7th Cir. 1 998) (approving an instruction to the
jury that provided, in part, that “an intent to mislead   may be established   by proof that the defendant intended to
mislead a person, an entity with whom he was   doing business, or a government agency"), cert. denied, 525 U.S.
l138 (1999); Hiland, 909 F.2d at 1128.

300United   States v.  Prigmore, 243 F.3d J (1st Cir. 2001).

301National Nutritional Foods Ass'n v. Food & Drug Admin., 504 F.2d 761. 800 n.70 (2d Cir. 1974), cert.
denied, 420 U.S. 946 (1 975).

302United States v.  95 Barrels of Vinegar, 265 U.S. 438, 443 (1924).

which  are  false.”  303 To act  with  intent  to  mislead  means  “to act  intentionally,  and to  omit
information from a statement, and thereby cause a portion of such statement to be misleading, or
to  intentionally  conceal  material  facts  and  thereby  create  a  false  impression  by  such
statement.”304 As the courts have recognized, it “[i]s not difficult to choose statements, design and
devices  which  will  not  deceive.”305  The  fact  that  it  is  easy  to  be  honest  has  always  been
considered  relevant  to  the  issue  of  whether  the  defendant  acted  with  intent  to  defraud  or
mislead.”306 

Moreover, the felony penalty is not limited to conduct “intent to defraud the ultimate
consumer  to  the  exclusion  of  the  government  enforcement  agencies.”207  conduct  design  to
defraud or mislead a government enforcement agency, such as the FDA, may be in violation of
21 U.S.C. §333(a) even if the direct consumers were in fact not misled.308 The general scheme of



the  Act  and its  legislative  history  indicates  that  the  overriding  congressionally  purpose  was
consumer protection… When [defendant] misled the governmental agencies, thereby frustrating
their effort to protect the public, he indirectly misled and defrauded the public.”309 

___________________________________

303United States v. 681 Cases, More or Less, Containing ‘‘Kitchen Klenzcr," 63 F. Supp. 286 (E.D.  Mo.
1945).

304 Hiland, 909 F.2d at 1129.
305 United States v. 95 Barrels of Vinegar, 265 U.S. 438, 442-43 (1924) (statements "which are ambiguous

and liable to mislead should be read favorably to the accomplishment of the purpose of the act").
306 United States v. Kohlbach, 38 F.3d 832 (6th Cir. 1994). In Kohlbach, individual defendants pled guilty

to a conspiracy to ship adulterated orange juice with intent to defraud. Conduct described in the opinion included:
development of a formula to adulterate orange juice, shipment and i n voicing of the adulterating substances using
false names to describe the substances and their purposes (thus evincing an intent to hide the conduct), and regular
reporting among the defendants about their efforts to adulterate orange juice. The convictions in Kohlbach were
followed by 5 years of litigation regarding sentencing.  See Chapter 13, Section 111.C.2.a.

307United States v. Bradshaw, 840 F.2d 871, 874 (l1th Cir.), cert. denied, 488 U.S. 924 (1988).
308 United States v.  Mitchel tree. 933 F.2d 859, opinion superseded in 940 F.2d 1329 (10th Cir. 1991).  In

Mitcheltree, the government’s prosecution for violation of 21 U.S.C. §333(a)(2) with intent to defraud was premised
on conduct  that  included  misbranding  of  drugs.  As  the  Tenth  Circuit  stated  in  the  superseding  opinion  in  M
i1cheltree, 940 F.2d at 1349, the “specific intent requirement in §33. (a)(2) requires not only proof of misbranding
under §331 but also proof of an intent  to mislead or  defrauding which connected  to the misbranding violation
under§331." The court thus rejected the government’s argument that an intent to defraud a local pol ice department
by selling misbranded drugs "is a sufficient sustain" 21 U.S.C. §333(a)(2) convictions for defrauding a government
agency.

309Bradshaw,  840 F.2d at  874. See also United States  v.  Cam bra,  933 F.2d 752,  756 (9th Cir.  1991)
("Federal agencies may be the victims of fraud in counterfeiting and misbranding drugs."); United States v. Haas,
171 F.3d 259 (5th Cir. 1999).  In Haas, the defendant, after being warned by the FDA that his importation of certain
drugs  violated the law and after  the  FDA began seizing some shipments  from Haas'  customers,  did not  cease
importing the drugs, but rather changed his method of importation to evade discovery. In part from these facts, the
appeals  court  noted that  "the  jury not  only could have inferred  that  Haas  k new that  the FDA considered  the
importation of these drugs illegal, but also that Haas changed the methods for importing the drugs so that he could
continue the illegal  importation." Id.  at 265. See also United States v. Prigmore, 243 F.3d 1 (1st Cir. 2001). In
evaluating the sufficiency of the evidence of one defendant's conviction after trial of a conspiracy to defraud the
FDA in the shipment of

Frequently,  executives  and  other  individuals  charged  with  felony  violations  in  the
shipment of adulterated drugs and devices defending themselves by asserting lack of knowledge.
In  such  circumstances,  the  prosecution  often  requests  a  willful  blindness,  or  “conscious
avoidance,”  instruction at  trial.  Such instructions  are  generally  given,  and upheld on appeal,
where there is a “genuine issues as to the defendant’s good-faith ignorance of the illegality of his
conduct.”310  that  the crime charged may be specific  intent  crime does not  preclude  a  willful
blindness  instruction.”311  moreover,  the  mere  fact  if  an  advice  of  counsel  defense  does  not
preclude a willful blindness charge:



There is no logical reason that this instruction may not also be used in the presence of an
advice-of-counsel  defense,  the  thrust  of  which  is  that  the  defendant,  on  the  basis  of
counsel’s advice, believe his conduct to be lawful and thus could not be found to have
unlawful intent. Though a defendant who would rely on an advice-of-counsel defense is
requires to have disclosed all pertinent information in his possession to his attorney, there
is no inherit inconsistency between his taking that action and his studious avoidance of
gaining other pertinent information.”312

If  CLIENT were  to  present  willful  blindness,  proof  issues  at  trial  typically  turn  on
inferences to be drawn from conduct designed to avoid gaining “bad” information. Such conduct
can  include  assignment  of  an  investigation  to  a  subordinate  not  competent  to  conduct  the
investigation,  taking no action when informed of adverse reports regarding a drug device,  or
requiring a supplier to sign a hold harmless agreement (promising that adulterated products are
not being supplied)  rather  than actively investigating whether the supplied product is in fact
adulterated.313  In  United  States  v.  Hiland,314  several  defendants  were  prosecuted  in  part  for
distributing a new drug without prior FDA approval. 

____________
Adulterated  heart  catheters,  the  First  Circuit  noted  that  the  defendant  had  attended  a  meeting  in  which  other
executives had discussed plans to "legitimize" changes already made to a heart catheter by submission to the FDA of
a premarket approval supplement after the catheter as changed had already been distributed and sold for use. "In our
view, the memorandum describing the August 30 meeting suggests that Prigmore acquiesced in an unlawful plan to
conceal from the FDA a dubious course of conduct, particularly in light or Prig more’s authority, his knowledge of
the three-to-two lumen change and his awareness of the relevant regulatory requirements. This evidence is sufficient
to implicate Prigmore in the conspiracy of which he was convicted." Id. at 24.

310United States V. Beech-Nut Nutrition Corp.,  871 P.2d 1181, 1194 (2d Ci r.),  cert.  denied, 493 U.S.
933(1989); Haas, 171 F.3d at 266 n. 10 (in order for a deliberate ignorance instruction to be given, the evidence at
trial must raise two inferences:"(1) the defendant was subjectively study aware of a high probability of the existence
of the illegal conduct and (2) the defendant purposely contrived to avoid learning of the illegal conduct”).

311 Beech-Nut Nutrition Corp., 871 F.2d at 1195 ("even in a conspiracy case, in which specific intent must
be proven, use of a conscious-avoidance instruction may be appropriate with respect to the defendant 's knowledge
or the objectives of the conspiracy"); United States v. Garry. 860 F.2d 521, 527 (2d Cir. 1988).

312 Beech-Nut Nutrition Corp., 871 F.2d at 1194.

313 Id. at 1183- 85 (after receiving a memorandum from a subordinate warning that a supplier’s product was
adulterated, the defendant instructed a second employee to ignore the memorandum, criticized the first employee for
not being a team player, and referred to him as "Chicken Little").

314909 F.2d 1114 (8th Cir. 1990).

The defendants claimed in part that they were unaware that the substance was a new drug and
that  FDA approval  was required  before  they  could  ship    the  drug.   During  their  trial,  the
defendants  claimed    lack  of  guilty  knowledge;  because  other  facts  presented  in  evidence
supported  an  inference  of  deliberate  ignorance,  the  district  court  gave  to  the  jury  a  willful
blindness instruction. In affirming this instruction, the Eighth Circuit specifically observed that



the defendants'  failure to inquire  of the FDA whether  safety testing for the drug's  particular
intended use was necessary was relevant to whether the defendants were willfully blind of the
distribution of the drug as a new drug without prior FDA approval:

[W]e think it is relevant that neither Caner nor Hiland ever consulted the FDA to find out
if it was necessary to test E-Ferol for safety. Although Carter and Hiland were under no
legal duty to make such an inquiry,  we believe their decision not to consult the FDA
constituted at least some evidence of deliberate ignorance.315

Further evidence supporting their convictions based upon a theory of willful blindness
included "entrust[in] the entire investigation [of an adverse reaction] to [an employee] knowing
[that employee] lacked the capacity to determine the report's validity" and "not follow[in] up on
either of these [adverse] reports because he did not think a response from him was necessary."316

b. In the Sale of Drug Samples

Under 21 U.S.C.  §333(b) (l), the government need not prove any intent to defraud in the
sale, purchase, or trading of drugs and drug samples in violation of   the   provisions   of   21
U.S.C.  §353.   Any   person   who   violates    21 U.S.C.  §331(t)  by:   "knowingly selling,
purchasing or trading a drug or drug sample or knowingly offering to sell, purchase or trade a
drug or drug sample in violation of section [353(c)(l)]" may be imprisoned for not more than 10
years or fined not more than $250,000, or both.317

3.  Each Shipment or Sale Is a Separate Crime

Each  separate  shipment  or  sale  of  an  adulterated  or  misbranded  drug or  device  is  a
separate, chargeable crime.318

________________
315Id. at 1131(footnote omitted).
316Id.
317See,  e.g.,  United  States  v.  Nagalingam,  166 F.3d  1216,  1998 WL 739822 (6th  Cir.  Oct.   6,  1998)

(unpublished table decision).  In that case, the defendant was convicted of 95 counts of knowingly selling sample
prescription drugs and 28 counts of mail fraud. The court noted that “[s]pecific intent to deceive or defraud is an
essential element of the mail fraud offense" but reached no similar conclusion as to the 21 U.S.C. §331(t) charges. In
reviewing the sufficiency of the evidence as to the 21 U.S.C. §331 (t) convictions, the court discussed at length the
evidence  regarding  proof  that  the  defendant  had  knowingly  sold  sample  drugs.  In  contrast,  in  reviewing  the
sufficiency of the mail  fraud convictions,  the court  specifically assessed the evidence that  the government  had
introduced regarding the defendant’s specific intent to defraud.  Id., 1998 WL 739822 at *5.

318United States v. Wiesenfield Warehouse Co., 376 U.S. 86, 91 (1964) (although duplicity was not an issue
presented in the case, the Supreme Court reversed the dismissal of a six count information where the six counts
differed only i n respect to the pa1ticular shipment or product

 

4.  Charging Issues

A matter of significance for both the prosecutor and the defense attorney is the charging
decision for a Food and Drug Act violation. Few purely misdemeanor cases are brought; most



cases present  a  panoply of felony charges.319 Because of the heavily regulated  nature of the
affected industries in particular the extensive reporting requirements a company that chooses to
ship adulterated products or to lie to the FDA during a drug or device approval process almost
always  also  has  to  choose  to  cover  up  that  conduct  and  lie  to  the  FDA in  some  regularly
produced report to hide the misdeed. Such cover-up conduct also will routinely violate various
title 18 charges.

A review of  the  case  law demonstrates  a  gradual  shift  in  charging decisions  by  the
government over the past 50 years. Early FDA cases typically included only title 21 charges.320 A
company that shipped adulterated or misbranded articles was charged only with title 21 offenses,
usually as misdemeanors, and rarely were such offenses joined even with a title 18 conspiracy
charge.

Over  the  past  decade,  virtually  every prosecution  involving title  21 charges  also has
included numerous title 18 charges. The charged title 18 crimes include false statement charges
(18 U.S.C. §1001), mail and wire fraud charges (18 U.S.C. §§ 1341 and 1343), conspiracy to
defraud charges (18 U.S.C.  §371), and charges involving the payments of kickbacks (42 U.S.C.
§1320a-7b).321 

______________________
involved); see, e.g., United States v. H.B. Gregory Co., 502 F.2d 700, 706 (7th Cir. 1 974) (where each of

four counts involve a different food, the counts are not duplicitous, and each may support a separate sentence); Akin
Distributors of Fla., Inc. v. United States, 399 F.2d 306, 307 (5th Cir. 1968), cert. denied, 394 U.S. 905 (1969).

319 See, e.g., United States V. Writers & Research, Inc., 113 F.3d 8 (2d Cir.  1 997) (indictment included
one felony conspiracy charge, 18 U.S.C.  §371, and 18 misdemeanor counts of causing the introduction   of   an
unapproved   new   d rug   into   interstate   commerce, in violation of 21 U.S.C.  §333(a)(l)).

320See, e.g., V.E. Irons, Inc. v. United States, 244 F.2d 34 (1st Cir.), cert. denied, 354 U.S. 923 (1957);
Woodward Lab., Inc. v. United States, 198 F.2d 995 (9th Cir.  1 952); United States v.  Pasadena Research   Lab.,
Inc., 1 69 F.2d   375 (9th Cir.), cert. denied, 335 U.S.   853 (1948); United States V. Parfait Powder Puff Co., 1 63
F.2d 1008 (7th Cir. 1947), cert.  denied, 332 U.S. 851 (1948).

321See, e.g., United   States   v.   Montano, 250   F.3d   709 (9th Cir. 2001) (indictment   for introduction of
unapproved  drugs  into  interstate  commerce  included  conspiracy  and  smuggling  charges  in  addition  to  title  21
offenses); United States v. Hanafy, 1 24 F.  Supp. 2d 1016 (N.D. Tex. 2000) (prosecution for repacking and selling
infant form u la included conspiracy, counterfeiting, interstate transportation of stolen goods, and money-laundering
charges in addition to adulteration and misbranding charges pursuant to 21   U.S.C.   §331(a) and (a)(2)); United
States V. Sigma Int’l,  196 F.3d 1 314 (11th Cir.  1999) (indictment of food manufacturer charged conspiracy to
defraud FDA in violation of 1 8 U.S.C. §371, illegal importation in violation of 1 8 U.S.C.  §545, obstruction of
justice in violation of 1 8 U.S.C.  §1505, and   multiple counts   of distribution of adulterated food i n violation of 2
1 U.S.C. §§331 and 333), rev 'd, 244 F.3d 841 (11 th Cir. 2001); United States v.  Sardesai, 125 F.3d 850 (4th Cir.
1997) (unpublished opinion) (indictment charged conspiracy to defraud the FDA in violation of 18 U.S.C. §371, two
counts of introduction of adulterated pharmaceuticals into interstate commerce i n violation of 21 U.S.C.  §§331 (a)
and 333(a)(2),  and  "several  counts"  of  making   false  statements  to  the  FDA  in violation of  18 U.S.C. §1001);
United States v. Ballistae, I 01 F.3d 827, 833 (2d Cir. 1996) (indictment  included  two counts of conspiring to
defraud an agency of the  United  States, 18 U.S.C. §371;  one  count  of making a false statement to the United
States, 1 8 U.S.C. §1001; and five counts of introducing unapproved   medical   devices   and   new   drugs  into
interstate   commerce), cert. denied, 520 U.S. 1150 (1997); United States v. Chatterjee, 46 F.3d 1336 (4th Cir. 1995)
(defendant pled guilty to

Occasionally, racketeering charges (18 U.S.C. §§1961 et seq.) have been included.322



As a strategic matter, a defendant faces significant risks from an investigation involving
potential FDA violation. Although at trial the misdemeanor "aspect' of the title 21 counts of the
indictment  can  be  charged  to  the  jury  as  lesser  included  offenses,  that  “outlet”  for  felony
culpability  is  not  available  for  the  title  18  charge.  This  risk  factor  must  be  discussed  with
CLIENT.  Prosecutors  also,  should  consider  the  relative  burdens  of  proof  and  the  collateral
consequences that necessarily flow from a felony conviction. Issues that could be present for a
defendant at a trial of title 21 charges--for example, that the law was complex and the defendant
was at most "guilty"  of errors in interpretation -are effectively absent in a case in which the
prosecution has chosen to charge only title 18 offenses.323

______________________
conspiracy to defraud the United States in violation of 18 U.S.C. §371 and obstruction of proceedings before a U.S.
agency  in  violation  of  18  U.S.C.  §  1505):  United  States  v.  Radix  Lab.,  Inc.,  963  F.2d  1034 (7th  Cir.  1992)
(indictment included charges under 21 U.S.C. §331 (a), (b),  & (k); and 18 U.S.C. §§2,371 & 1001); United States v.
Hiland, 909 F.2d 1114, 1117 (8th Cir. 1990) (generic drug executives charged with violation of 18 U.S.C. §§371,
1341, & 1343, in addition to felony charges pursuant to 21 U.S.C. §33l (a) & (d) and §333(a)(2)); United States v.
Keplinger, 776 F.2d  678 (7th Cir.1985)  (indictment for false statements made in reports, and the concealment of
adverse facts during animal trials of drugs later approved for human use charged under 18 U.S.C. §§1001 & 1341),
cert. denied, 476 U.S.1183 (1986); United States v. Andrea is, J66 F.2d 423 (2d Cir. 1966) (indictment included
charges under  21 U.S.C. §§33 l (a)  & 333(b) and 18 U.S.C. §§2,371 , 1341 ,  & 1343),  cert.  Denied, 385 U.S.
1001 (1967); United States v. Hughes, 823 F. Supp. 593 (N.D.  Ind. 1991) (indictment charging defendants with
violations of   18 U.S.C. §§1341, 1343 & 1365; 21 U.S.C. §331; and 42 U.S.C.  §§1320a-7b (a), l320a-7b (b) &
408). See also United States v. Roggy, 76 F. 3d 189 (8th Cir.) (in an agricultural commodity prosecution, indictment
included 18 U.S.C. § 1341 counts in addition to charges pursuant to 21 U.S.C.  §§331(k), 333(a)(2) and 7 U.S.C.
§136(j)), cert. denied, 517 U.S. 1200 (1996); United States v. Beech-Nut Nutrition Corp., 871 F.2d 1181, 1187 (2d
Cir.)   (Indictment  included one count of 18 U.S.C. §371, conspiracy to violate 21 U.S.C. §§33l (a)  & (k) and
§333(b);  20 counts  of  mail  fraud,  in  violation  of  18  U.S.C.  §§ 1341 & 1342;  and  429 counts  of  introducing
adulterated and misbranded apple juice into interstate commerce in violation of 21 U.S.C.  §§331(a) & 333(b)), cert.
denied, 493 U.S. 933 (1989).

322United States v. Prigmore, 1 996 WL 4640JO (D. Mass. Aug. 7, 1 996), vacated and remanded, 243 F.3d
l (1st Cir. 2001). Cf. Hamm v.  Rhone-Poulenc Rorer Pharms., Inc., 1997 WL 8J5745 (D. Minn. 1997), aff'd, 1 87
F.3d 941 (8th Cir.  1999).  In  Hamm, employees  of  a  pharmaceutical  company alleged  i  n  a  suit  for  wrongful
discharge that they had been terminated by their employer for refusing to participate i n a n off-label promotion
scheme, in violation of the Food and Drug Act.  According to the plaintiffs’ allegations, the off-label promotion was
coupled  together  with  the  payment  of  inducements  to  physicians  in  violation    of  42  U.S.C.  §1320a-7b.  The
employees attempted to plead this conduct as a violation of 18 U.S.C. §l962(c), asserting that because they refused
to participate in the illegal conduct, they were injured by being terminated (or not promoted). Upon defendants'
motion to dismiss, the magistrate judge recommended that the complaint be dismissed, not because of any perceived
lack of merit in the legal theory, but rather because the plaintiff employees could not demonstrate that they had
suffered  any direct  injury from the alleged  illegal  conduct  by the defendants  and that  absent  direct  injury,  the
defendants lacked standing to bring the Racketeer Influenced and Corrupt Organizations Act (RICO) claims.

323United States v. Richardson, 588 F.2d 1235 (9th Cir. 1978), cert. denied, 440 U.S. 947 (1979). In that
case, individuals who imported the substance laetrile, a new drug for which an application had not been approved by
the FDA, into the United States and then distributed it for human use as a cancer treatment were prosecuted for
conspiracies to import and distribute, in violation of 18 U.S.C. §371, and for smuggling, in violation of 18 U.S.C.
§545. The Food

From a fraud perspective (i.e., did a health insurance program get billed for a drug or device that
should not have been available on the market because of its adulterated nature), whether the



conduct was felonious or merely indicative of misdemeanor culpability seems quite irrelevant.
Regardless  of  the manufacturer's  intent,  the shipped product  was adulterated.  Given that  the
product was adulterated, it was not as promised (it presented a risk to which patients should not
have been exposed, or it was not effective as warranted/represented) and should not have been
billed to the insurance program or used in the treatment of the insured. 

There has been very little case law on this point. As prosecutors increasingly tag fraud
liability onto cases that have traditionally been treated as only Food and Drug Act violations,
these issues will be litigated and a body of case law will develop concepts presented here are
simple. However, and the practitioner can expect a growing expansion of the body of fraud law
into the formerly arcane world of Food and Drug Act violations. 

C. Commencement of Criminal Proceedings 

Criminal proceedings can have commenced for violation of the Food and Drug Act in one
of two ways: (l) by a referral from the FDA and (2) by the initiation of a grand jury proceeding
by the Department of Justice. 

1. Section 305 Proceedings 

For the Secretary of the FDA to report a criminal matter to the Department of Justice for
prosecution,  the  must  commences  the  criminal  investigation  by  issuing  the  subject/target
company a so-called "Section 305” notice. As codified in Title 21, that section provides in full: 

Before any violation of this chapter is reported by the secretary to any United States
attorney  for  institution  of  a  criminal  proceeding,  the  person  against  whom  such
proceeding  is  contemplated  shall  be  given  appropriate  notice  and  an  opportunity  to
present  his  views,  either  orally  or  in  writing  with  regard  to  such  contemplated
proceeding.324

In issuing this notice,  the Secretary utilizes a charge sheet and a "Notice of Opportunity for
Hearing." 325

This process is essentially bureaucratic326 and is, in the final analysis, fairly limited: All
that can result negatively as to the accused from a Section 305 

_______________________
and Drug Act violations according to the reported opinion, were not charged and thus the issue whether the “FDA
may have improperly classified Laetrile as a new drug [was] irrelevant to a conviction smuggling.” 

324U.S.C. 335. 
325FDA Form FDA-1854; Form FD-466. See also 21 C.F.R. §§7.84-7.85.

The Section 305 hearing is  initialed by FDA's District  Office.  Once that  office holds
hearing, it will make a recommendation to applicable “Center” (there are separate FDA centers



for  drugs,  generic  drugs,  and  devices),  which  will  then  review  that  and  make  its  own
recommendation to the FDA's Office General Counsel. That latter office will thereafter make the
final judgment on behalf of FDA whether a criminal referral should be made to the department of
Justice. The making of a criminal referral does not obviously mandate or automatically result in a
criminal  prosecution;  indeed,  simply  because  a  criminal  referral  has  been  made  does  not
automatically mean that a U.S. attorney will in fact commence a criminal investigation. From the
perspective of the target, the Section 305 proceeding does allow for discovery of the allegations
of  criminal  conduct,  together  with  an  opponent  to  dissuade  the  FDA from even  making  a
criminal referral to the Department of Justice. 

For these reasons, Section 305 hearings are informal and typically conducted at the FDA
district office that issued the notice. Such hearings present difficult issues for both the FDA and
the target of the proposed criminal referral. Typically, the government is not represented in these
proceedings by counsel from the Department of Justice or from a U.S. Attorney's Office who
may later be involved in the decision whether to pursue criminal charges. Normal method of
criminal discovery of evidence also are not applicable, these hearings, although presenting the
accused  with  an  opportunity  for  discovery,  pose  a  difficult  choice.  Although  an  accused  is
allowed  the  opportunity  in  the  informal  proceeding  to  present  evidence  arguing  against  a
criminal referral, to the extent that an accused testifies or answers directly any question in such a
proceeding, that testimony or those answers may be used directly against the accused in any
subsequent prosecution. In many respects, the accused is in the position of trying to establish a
negative: For example, "I did not have intent to defraud or mislead"; or "'There was no violation
of any provision of the Act." Although the ability to avoid a criminal referral may spare the
person/company from a criminal investigation, that benefit may be outweighed by the risks from
too much disclosure.

The FDA has made criminal referrals in the following representative situations:

1. where there is of deliberate or intentional violations;

2. where there is evidence of gross negligence or reckless disregard for the law; 

3. where violation exposed the public to the risk of potentially dangerous conditions or
in fact caused personal injury; 

4. where the violation within a corporate structure was obvious to upper management or
should have been discovered by a responsible management 

5. where the conduct was recurrent, or remained uncorrected for a period of time; 

6. where the conduct could have been prevented or detected by an upper management
person, or was directed by or included the involvement of management; and 

7. where the conduct caused significant economic damage.327 

Once the hearing is complete, the target company has 10 days to supplement any made at
the hearing; if the FDA decides not to recommend to 



___________________
327See Fine, The Philosophy of Enforcement, 31 FOOD DRUG COSM. LJ. 324, 329-31 (1976): Pfeifer, 305

Hearings and Criminal Prosecutions, 31 FOOD DRUG COSM. LJ. 376, 379-80 (1976).

the Department  of Justice that  a criminal  investigation be commenced,  it  must  so notify the
target.328

2. Grand Jury Investigations 

Regardless of whether a Section 305 hearing occurred, the Department of Justice may
choose, on its own, to commence a grand jury criminal investigation.329 

VI. DEBARMENT AND SUSPENSION

As  discussed  in  Chapter  13,  one  potential  consequence  of  a  criminal  conviction  is
mandatory exclusion from the Medicare and Medicaid programs as a provider.330  The entity or
individual who, in the course of a fraud scheme, runs afoul of the prohibitions set forth in the
Food  and  Drug  Act,  may  also  be  debarred  from doing  business  with  the  FDA.331 For  the
manufacturer who does sell directly to the Medicare program as a provider, Medicare program
exclusion  may  not  be  a  significant  concern.  On  the  other  hand,  debarment  from the  FDA,
including suspension of new generic product approvals, is a significant matter. 

Debarment under Title 21 is both permissive and mandatory and different procedures and
treatment are accorded individuals and entities depending on the context in which the felony
committed.332 Extensive criteria must be considered by the Secretary in determining the length of
any debarment. 333 Debarment may be terminated for a variety of enumerated reasons, including a
demonstration  by the  debarred  entity  that  its  ownership  has  changed,  that  the  causes  of  the
offense  involved  have  been  "fully  corrected,"  and  that  there  is  a  reasonable  assurance  that
additional  crimes  including  further  shipments  Of adulterated  product,  "will  not  occur  in  the
future.”334 Other administrative sanctions include the temporary denial of ANDA approvals by
the FDA, 335  or the suspension of the distribution of all previously approved drugs.336 Different
rules of debarment apply for felony convictions related to generic drugs than to pioneer drugs. 

In general, the law of mandatory and permissive debarment treats individuals differently,
and more harshly, than corporations. Not all manufacturers are 
___________

328 21 C.F.R. §7.85(g)
329A hearing  pursuant  to  Section  305 is  not  a  prerequisite  to  a  criminal  prosecution.  United  States  v.

Potteries, 320 US 277 (1943); United States V. Prime, 243 F.3d I, 23 (1st Cir 2001) 
330See Chapter 13, Section I. 
33121 U.S.C. §335a 
332For mandatory debarment, among other things, the crime of felony conviction be under federal law. 21

U.S.C. §335a(a) 
333 21 U.S.C. §335a(c)
334 21 U.S.C. §335a(d), generally, and §335a(d)(3)(A)(ii)(I).
335U.S.C. §335 a(f).
336U.S.C 21 §335a(g).

treated equally, either. Only generic drug manufacturers as opposed to pioneer drug corporate offenders, may be
debarred,  permissively or  mandatorily.  Moreover,  there  is  no provision for  either  the mandatory or permissive
department of a manufacturer of medical devices that cheats in a submission to the FDA. 



For  example,  a  corporation.  partnership,  or  association  that  has  been  convicted  of  a
felony337 for  conduct  "relating  to  the  development  of  approval,  including  the  process  for
development  or  approval,  of  any  abbreviated  drug  application"  must  be  debarred  by  the
Secretary.338  An individual  who has  been convicted  of  a  felony for  conduct  "relating  to  the
development  or  approval,  including  the  process  for  development  or  approval"  or  "otherwise
relating to the regulation of any drug product" in the Food and Drug Act must be debarred by the
Secretary.339 Once debarred, that individual may not provide services "In any capacity to a person
that has an approved or pending drug product application.”340 In short, an individual convicted of
such a felony must be fired from an entity that either already has an FDA PMA for a drug or is
likely to seek such approval in the future. Note that the crime of does not have to be a title 21
offense: an individual convicted of making a false statement to the FDA in violation of 18 U.S.C.
§1001, where the underlying felonious conduct included a lie to the FDA in a PMA would suffer
mandatory debarment from the FDA under this section.

 
The law of debarment, enacted by Congress after the generic drug scandals of the late

1980s, is curious in its procedure. The law treats more leniently a corporation that lies in a new
drug PMA or in a PMA to distribute a Class III medical device than it does the corporation that
lies in an ANDA. But, NDAs and applications to distribute Class III medical devices require,
unlike  ANDAs,  a  demonstration  that  the  drug  or  the  device  is  safe  and  effective.  Deceits
regarding  these  concepts  are  potentially  at  least  as  harmful,  if  not  more  so,  than  the  entire
panoply of lies that could be included in an ANDA. For such deceits, however, a corporation
may neither  be mandatorily  nor  permissively debarred  from doing further  business  with the
FDA. 

______________________

337This applies felony convictions under federal law only after May 13, 1992. 
33821 U.S.C. §335(a)(1). 
339 21 U.S.C §335a(2)(A) & (B).
340 Id.

devices  that  customers  of the manufacturer  billed to the Medicare  program, may begin  with a  civil  injunction
seeking seizure of the offending devices341coupled with an injunction seeking to bar all future sales.342  The fraud
prosecutor, as well as the counsel retained to represent the device manufacturer, may need to know such provisions
in discharging his or her responsibilities. 

341U.S.C. §334. See.  e.g.,  United states  v.  Universal  Mgmt.  Servs.,  191 F.3d 150. 760 (6th Cir,  1999)
(seizure of medical devices distributed without prior FDA approval), cert denied, 530 U.S. 1274 United states v.



Articles of Drug. 825 1238, 1238 (8th 1987) (seizure from pharmaceutical wholesaler and distributor of 40 different
types of drug products weighing approximately 15 tons), 

34221 U.S.C, see, e.g. Articles of Drug. 825 F.2d at 1247; United States v. Richlyn Lab., 822 F. supp. 268
(ED. Pa. 1993).
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d. I. INTRODUCTON

e. In 1972, Congress enacted the so-called "antikickback" statute, 1 as part of the
Social Security Amendments of 1972, 2 which provided for criminal penalties for the payment of
remuneration  designed to  induce  or  reward medical  renewal  decisions  involving services  or
treatments covered by the Medicare and Medicaid programs. Although payment of such was
prosecutable federally  as criminal  conduct  against  the Medicare  or Medicaid  programs,  such
payments were not expressly subject to the imposition of civil monetary penalties (CMPs); and
the statutory prohibitions did not apply to health care paid for by other federally funded health
insurance programs (e.g., TRICARE, the health insurance program for civilian employees of the
armed services). With the passage in 1996 of the Health Insurance Portability and Accountability
Act  (HIPAA), 3 Congress  broadened  the  penalties  available  under  the  statute,  establishing  a
tandem set of criminal and civil prohibitions against the payment of remuneration for the purpose
of inducing the purchase of health care coveted by any federal health care insurance program. 

f. As one would expect, the precise statutory requirements differ quite dramatically
between the criminal and civil statutes. Those differences, and the extent of all interpretations,
judicial and administrative, are set forth in this and Chapters 7 and 8. It is fair to conclude that
the antikickback statute is one of the most widely debated and criticized statutes in the health
care enforcement arena. Since its enactment in 1972, the statute has undergone some significant
changes; this chapter reviews those changes, the reasons for them, and their relevance to the
current application of the statute. 

g. II. THE ANTI-KICKBACK STATUTE: AN OVERVIEW

h. A. Legislative History 

i. Initially  enacted  as  a  misdemeanor  in  1972, 4 the  antikickback  statute  was
upgraded to a felony in 1977.5 In addition, because of a perceived lack Of clarity in the statute
regarding the conduct it prohibited,6 the language in the statute prohibiting soliciting, offering, or
receiving a "kickback or bribe in connection with" the furnishing of Medicare- or Medicaid-
insured  services  or  items,  or  a  "rebate  of  any  fee  or  charge  for  referring"  a  Medicare  or
Medicaid- insured patient, was expanded to prohibit "any remuneration (including any 



j. __________________
k. 1 42U.S.C. §1320a-7b(b). See Appendix B for full text the anti-kickback Statute.
l. 2Pub 92-603. 86 stat. 1329 (Oct 30, 1972). 
m. 3Pub. No. 104-191, 110 stat. 1936 (1996). 
n. 4Sccial Security 1972. Pub. L. No. 92-603, §242(b) &(c) 86 Stat. 1419. 
o. 5Pub. L No. 95-142 (1977) (the Medicare-Medicaid Anti -Fraud and Abuse Amendments), HR.

Rep. No. 95-393, pt. III 1997), reprinted in 1997 US.C.C.AN 30039, 30041. 
p. 6legislative history clearly indicates the for this substantial alteration of the wording was fact that

Congress a many United States Attorneys believe that the existing language of these penalty statutes (42 U.SC.
section 139nn and 1396h) is unclear and needs clarification.' “United States V. Porter. 591 F.2d 1048. 1054 (5th Cir.
1979).

q.

r.

s. kickback bribe or rebate) directly or indirectly, overtly or covertly, in cash or…”7 Early
interpretations of the statute (case law generally dating in kind. from 1980 or earlier) thus
refer  to  and  define  a  significantly  narrower  set  of  prohibitions  than  presently  exist;
accordingly, the practitioner must cite (hose earlier cases with care.8

t.

u. In 1980, Congress added the "knowing and willful" to the statute9 and in 1987,
Congress  directed  the  Office  of  Inspector  General  (OIG)  of  the  Department  of  Health  and
Human Services (HHS) to promulgate safe harbors.10 Aside from the safe harbor legislation, the
antikickback statute was not otherwise materially changed in 1987.11 In 1996 as a part of HIPAA,
the statute was broadened to cover payments to any federal health care program; that term is
defined to include both the health insurer and the providers to such insurers:

v.

w.  [A]ny  public  or  private  plan  affecting  commerce,  under  which  any  medical
benefit,  item or service is  provided to any individual,  and includes  any individual  or
entity who is providing a medical benefit, item or service for which payment may made
under the plan contract or may be made under the plan or contract.12

x.
y.

z. B. Purpose of the Statute 
aa.

ab. In assessing the merits of any prosecution, the courts consider the purpose of the
statute and the evils sought to be prohibited by it. In United States v.  Greber, 13 the Third Circuit
observed  that  a  "particular  concern  was  the  practice  of  giving  'kickbacks'  to  encourage  the
referral of work."14 The Ninth Circuit 

ac. _________________
ad. 7"Congress introduced the broad term ‘remuneration’ in 1977 amendment of the statute to clarify

the type of financial arrangements classified as illegal under Medicare and Medicaid," Hanlester Network v. States.
51, F.3d 1390,1397 (9th Cir. 1995). 

ae. 8see, e.g., Porter. 591 F.2d at 1052-53: United States v. Hancock. F.2d 999. 1001-02 (5 th Cir.), cert
denied, 444 U.S. 991 (1979); United v. Zacher,586 F.2d 912 (2d Cir. 1978). See also Theodore McDowell, The
Medicare-Medicaid Anti-Fraud and Abuse Amendments:  Their Impact  on the Present Health Care System, 36
EMORY L.J 691 (1987). 



af. 9The Omnibus Reconciliation Act of 1980, Pub. L. No. 96-499. tit. IX, 94 Stat. 2625. See also
Pub.  L.  No.  H.R.  Rep.  No.  96-1167  (1980).,  reprint  in  1980  U.S.C.C.A.N.  5526.  5572  ("The  Committee  is
concerned criminal penalties may be imposed under current law to an individual whose conduct, while improper,
was inadvertent.  Accordingly,  the section clarities  current  law to assure that  only persons who knowingly and
willfully  engage  in  the  proscribed  conduct  could  be  subject  to  criminal  sanctions.").  See  also  REAMS,  THE
MEDICARE AND MEDICAID PATIENT AND PROGRAM PROTECTION Act of 1987, VOL„ I (1980). 

ag. 1042 U.S.C. §1320a-7b(b)(3)(E). Correspondent to the direction to the OIG to enact regulatory safe
harbors to the anti-kickback statute. Congress also adopted the mandatory and permissive exclusion remedies for
violation of the anti-kickback statute. This congressional action has described as an effort by to send "a clear and
appropriate message to health community not to place financial considerations above beneficiaries’ interests." 56
Fed. Reg. 35,952, 35.957 (1991). 

ah. 11United States v. Baystate & Hosp. Rental Serv., Inc., 874 F.2d 20, 30 (1st Cir. 1989). 
ai. 1218 U.S.C. §24(a). 
aj. 13760 F.2d 68. 71 (3d Cir.). cert. denied. 474 U.S. 988 (1985). 
ak. 14Id. at 71. See also H.R. Rep. No. 95-393. Pt. II (1997), in 1977 U.S.C.C.A.N. 3039, 3048-49

("[P]hysicians often determine which laboratories would do the test work for

al. has noted that Congress was "concerned with escalating fraud and abuse in the Medicare-
Medicaid system."15 The perceived evil is this: If a person or entity who is in a position to
control from whom a Medicare patient purchases an insured item or service is paid for
that referral, not only will the medical referral decision not be made with the patient's best
interests in mind,16 but the overall cost of health care to the Medicare program will be
driven up by the payment or referral fees17 and by the referral of patients for care that
they  do not  need.18  "The gravamen  of  Medicare  Fraud is  inducement."19 Providing a
physician or other health care provider with the opportunity to earn money from the act
of referring a patient "may well  be an inducement to that person to channel potential
Medicare payments toward a particular recipient.”20 Indeed, their Medicaid patients by
the amount of the kickbacks and rebates offered by the laboratory….Kickbacks take a
number of forms including cash, long-term arrangements, gifts, supplies and equipment
and the furnishing of business machines.").

am.

an.

ao.

ap.

aq.

ar.

as. 15Hanlester Network v. United States, 51 F.4d 1390, 1396 (9th Cir. 1995).  See also H.R. Rep. No.
95-393, pt. II (1997), reprinted in 1997 U.S.C.C.AN. 3039, 3034 (“in whatever form it is found…. fraud in these
health care financing programs adversely impacts on all Americans. It cheats taxpayers who must ultimately bear the
financial burden of misuse of fund in any governmental-sponsored program. It diverts from those most in need, the
nation's elderly and poor scarce program dollars that were intended to provide vitally needed quality health services.
The wasting of  program funds through fraud also further  erodes the financial  stability of those state  and local
governments whose budgets are already over-extended and who must commit an ever increasing portion of their
financial resources to fulfill the obligations of their medical assistance programs.").



at. 16Is generally well accepted that patient’s “deserve medical opinions about treatment plans and
referrals  unsullied by conflicting motives." D.A.B. v,  570 N.W .2d 168. 170 (Minn. Ct. App, 1997).  (That the
payment of remuneration did not affect patient care is, however, irrelevant and not a defense to a prosecution for
violation of 42 U.S.C §1320a-7b(b) United States v. Anderson 85 F. Supp. 2d 1047. 1054 (D. Kan. 1999).  Rev’d on
other grounds in United States v. McClatchy, 217 F.3d 823 (10th Cir 2000); United States v. Nathalie, 101 F. Supp.
2d 134, 155 (S.D.N.Y. 2000) ("under 42 U.S.C. §1320a-7b(b)(1)(A),  it  does not matter  whether the tests were
medically necessary; a person violates that statute even if he receives kickback payment for a medically necessary
procedure”)

au. 17United States v Hancock, 604 F.2d 999. (7th Cir.) ("Thus the element of corruption is found in
this allegation that the defendants receive payments in return for their decision to spend specimens Chem-Tech. The
potential  for  increased  costs  to  the  Medicare-Medicaid  System  misapplication  of  federal  fund  is  plain,  where
payments for the exercise of such judgments are added to legitimate costs of the transaction... [T]hese are among the
evils Congress sough to prevent by enacting the kickback statutes…”), cert. denied 444 U.S. 991 (1977); United
States v. Ruttenberg, 625 F2d 173, 176 (7th Cir. 1980) (“Whether cost were directly and immediately increase by
those particular payments, however, is irrelevant. The potential for increased costs if such ‘fee’ agreement become
an established and accepted method of business is clearly an evil with which the course was concerned and one
Congress sough to avoid…”)

av.   18It also has been generally observed, in connection with application of the anti-kickback statute,
that the “United States has an important interest in securing the honest administration of federally funded programs."
United States v. Tape11, 625 F.2J 111, 121 (6th Cir.)  (Jones, concurring), cert.  denied, 449 U.S.  952 (1980);
United States v.  Thompson, 366 F.2d 167 (6th Cir.), cert.  denied, 385 U.S.  973 (1966).

aw. 19United States v. Baystate Ambulance & Hosp. Rental Serv., Inc., 874 F.2d 20, 29 (1st Cir. 1989).
ax. 20Id. at 29.

ay. the payee need not perform the prohibited act (i.e.,  actually refer a Medicare. insured
service or item to another in exchange for the payment of remuneration).21 As the Second
Circuit stated in affirming the 33-month sentence imposed on a physician for accepting
payments in exchange for referrals to a medical supply company. "it was reasonable for
the district court to infer that the whole purpose of Against initial payment of kickbacks
to  Medicare  beneficiaries  was  to  create  artificial  demand  for  All  Health's  medical
devices. "22 

az. C. Prohibitions: An Overview 

ba. Title 42 of the U.S. Code, §1320a-7b(b) sets forth the criminal prohibitions of the
antikickback statute in two parts: The first part proscribes conduct by the payer and the second
part proscribes conduct by the payee. Title 42 U S.C. S1395nn (the Stark prohibitions) sets forth
a series of civil prohibitions on physician referral activities and civil penalties for any violations
of  those  prohibitions.23 Title  42  U.S.C.  and  1320a-7(a)(5)  and  1320a-7a(b)  provide  for  the
imposition of CMPs against anyone who makes certain, defined payments to a provider to induce
certain, described conduct.24 The statutory criminal and civil provisions, although similar, have
different burdens of proof and elements. 

bb. D. The Sure Harbors: An Overview 

bc. An extensive series of "safe harbors" are carved from each set of criminal and
civil prohibitions on referral payments and activities. These safe harbors are not identical.  In
general, the "safe harbors are designed to provide a means through which plans and providers
can be assured that their arrangements are immune from potential criminal and administrative



sanctions….”25  That  a  practice  or  arrangement  does  not  fall  within  a  safe  harbor  does  not
necessarily mean that the practice is illegal: 

bd. Legally and logically, the safe harbors can only make the zone of illegal conduct
smaller… [C]ompliance with the safe harbor is completely voluntary.  If a practice or
arrangement does not fall within a safe harbor, it has precisely the same legal risk that it
had the safe harbor was promulgated.26 

be. The inspector general also has represented that providers and their counsel should not
"interpret the lack of a safe harbor to mean that [a particular] activit[y] will be subjected
to  heightened  scrutiny.”27 As  the  Secretary  of  HHS  has  stated,  "[t]he  failure  of
compliance with a safe harbor means only that the 

bf. ______________
bg. 21  “The government need not show that one accepting a payment for an illegal purpose actually

carried through on his promise." Baystate Ambulance, 874 F.2d at 34. 
bh. 22United  States  v.  Aginsky,  1998  WL  777759,  *2,  165  F.3d  15  (2d  Cir.  Oct.  30,  1998)

(unpublished table decision). 
bi. 23For a detailed discussion on the Stark prohibitions, see Chapter 7. 
bj. 24For a discussion of CMPs. see infra Section V.A. 
bk. 25 61 Fed Reg. 2, 122, 2, 123-24 (1996).
bl. 26 61 Fed. Reg. at 2, 124.
bm. 27 Id.

bn. practice  or  arrangement  does  not  have  the  absolute  assurance  of  protection  from
antikickback liability.”28

bo.

bp. E. Void-for-Vagueness Challenges 
bq.

br. The anti-kickback statute, in both its current form and in its prior versions, has
withstood  numerous  void-for-vagueness  challenges.  To  survive  a  vagueness  challenge,  a
criminal statute

bs.

bt. must be sufficiently definite to give notice of the required conduct to one who
would avoid its penalties, and to guide the judge in its application and the lawyer in
defending  one  charged  with  its  violation.  But  few  words  possess  the  precision  of
mathematical symbols, most statutes must deal with untold and unforeseen variations in
factual situations and the practical necessities of discharging the business of government
inevitably  limit  the  specificity  with  which  legislators  can  spell  out  prohibitions.
Consequently, no more than a reasonable degree of certainty can be demanded. Nor is it
unfair to require that one who deliberately goes perilously close to an area of proscribed
conduct shall take the risk that he may cross the line.29

bu.

bv. The anti-kickback statute is a purely economic regulation30 and thus is subject to a "less
strict" vagueness test; 31 it  also is not a statute that "chill[s]  constitutionally protected
rights" such as the freedom of speech.32  Virtually every Court that has rejected void-for-



vagueness  challenges  has  done  so  because  of  the  scienter  proof  required  for  a
prosecution.33 As the First Circuit has ruled: 

bw.

bx. Under the Medicare Fraud statute, there is the standard requirement of knowing
and willful acts. . .. The key to a Medicare Fraud case is the reason for the payment was
the purpose of the payments primarily for inducement. In addition to the knowing and
willful requirement, this imposes a second and stronger scienter requirement.34

by.

bz. The Eleventh Circuit also has rejected a vagueness challenge to the statute.35 
ca.

cb. _____________
cc. 28Id.  The safe harbors are outlined in detail infra Section IV.
cd. 29Boyce Motor Lines v. United States, 342 U.S.  337, 340 (1950).
ce. 30United States v. Baystate Ambulance & Hosp. Rental Serv., Inc., 874 F.2d 20, 32 (1st Cir. 1989).
cf. 31 Id.
cg. 32Hanlester Network v.  United States, 51 F.3d 1390, 1397 (9th Cir. 1995).
ch. 33See, e.g., Hanlester, 51 F.3d at   1397; United   States v.  Ruttenberg, 625 F.2d   173 (7 th Cir.

1980);  United  States  v.  Vaghela,  970  F.  Supp.  1018,  1022  (M  .D.  Fla.  1997)  ("the  statute's  specific  intent
requirement ‘knowing and willfully' ensures that these penalties will not be imposed on the Levines arbitrarily and
without fair warning").

ci. 34Baystate Ambulance, 874 F.2d at 33. See also United States v. Hancock, 604 F.2d 999, 1002 (7th
Cir.) ("The term kickback requires that the payment be received for a corrupt purpose, here, in return for referring
specimens  to  Chem-Tech.  This  requirement  of  corruption  in  sufficient  requirement  of  mental  culpability  to
withstand constitutional attack, especially in the context of congress regulation of the expenditure of enormous sum
of federal funds under the Medicare and Medicaid programs."), cert. denied, 444 U.S. 991 (1979).

cj. 35United States v.  Starks, 157 F.3d 833, 840 (11th Cir. 1998).

ck. F. Practical Implications for Counsel 

cl. Despite heated debate about its application.  42 USC. §1320a-7b(b) has been a
relatively infrequently used statute.36 Less than 100 prosecutions per year were brought using that
statute between 1977 and 1995.37 Use of the statute has substantially increased in the past 5
years,  however,  so it  is  critical  that  the  prosecutor  and the  defense  attorney understand the
prohibitions set forth in the statute and their interpretation and practical application. 

cm.

cn. The practical implications for the transactional attorney are also significant. For
almost thirty years, those attorneys have given in a relative law enforcement vacuum about the
legality of proposed business ventures between individuals or entities that can control referral
streams and those that offer goods or services for sale. Midway through that period, Stark38 civil
rules  were  added  to  the  criminal  prohibitions  of  the  anti-kickback  statute,  adding  to  the
complexity  of  the  transactional  attorney's  task.  Now  the  relative  law  enforcement  vacuum
disappeared: Transactions are investigated and prosecuted, a consequence that was unheard of as
recently as 10 ago. 

co.

cp. In addition to increased judicial interpretation of the statute, the OIG now also
regularly opines, through an advisory opinion process also enacted as a pan of the HIPAA, on the



legality  of  proposed arrangements.39 The  confluence  of  these  two forces,  one  subject  to  the
adversarial progress of the court system and the other only to the administrative, bureaucratic
interest of the OIG, has and will continue to create a growing and potentially conflicting body of
interpretation.  Both the prosecutor  and the  criminal  defense attorney most  be aware,  in  any
kickback investigation and prosecution, of whether the OIG has given an opinion regarding the
applicability of the statute that is in conflict with either theory of prosecution, or the theory of
defense.40 

cq.

cr. It  is  widely  perceived,  in  both  Congress  and  society  at  large,  that  physicians
control patient referrals because they, by and large, prescribe all medical services and make all
regarding medical necessity. In addition to the anti-kickback statute and its built-in safe harbors,
there are extensive prohibitions regarding physician referral practices" and safe harbors for those
prohibitions; Chapter 7 reviews civil enforcement statutes and the applicable regulations. 

cs.

ct. Finally,  practitioners  also  must  consider,  in  advising  CLIENT,  the  differing
burdens and elements set forth in the CMP statutes regarding payment of illegal remuneration. In
today's  landscape, the imposition of CMPs is routinely considered by prosecuting authorities,
and indeed 

cu. _______________

cv. 36For example, a Westlaw search in August 2000 for citations to 18 U.S.C. §666 yielded 727 case
citations. In contrast, a search for cases citing 42 U.S.C. §l320a-7b on that same date yielded only 127 citations. 27
of which fall after 1995. This is, at best, a rough measure of the use of the statute i n federal criminal prosecutions.
Not every case citing a statute is one involving a prosecution of that statute, and not every prosecution results in a
reported  case.  Nonetheless,  this  is  a  good,  if  rough,  measure  of  the  relative  use  of  each  statute  by  federal
prosecutors.

cw. 37Id.
cx. 3842 U.S.C. § 1395. See Chapter 7.
cy. 39For a more detailed discussion of these advisory opinions, see Chapter 8.
cz. 40That body of regulatory interpretations is discussed in Chapter 8.
da. 41 Commonly referred to as Stark I and Stark II.

db. it  can  expected  by  counsel  representing  an  individual  under  investigation  (or  an
individual seeking ad vice regarding the civil and criminal ramifications of a proposed
arrangement involving payments to a provider) that the use of the CMP statute will be a
central factor considered by a U.S. Attorney's Office and/or by the Department of Justice.
A careful  understanding of  the  civil  penalties,  and how they mesh with  the criminal
prohibitions, is crucial.

dc. III. ELEMENTS OF THE ANTI-KICKBACK STATUTE

dd. A. The Criminal Prohibitions

de. A  recipient  of  remuneration  (payee),  CLIENT,  can  be  guilty  of  an  "illegal
remuneration" in violation of 42 U.S.C. §1320a-7b(b)(1) if he or she

df.

1. knowingly and willfully
2. solicits or receives



3. any remuneration, including any kickback, bribe, or rebate,
4. directly or indirectly, overtly or covertly, in cash or in kind 

dg.

dh. for either of the following:
di.

1. in return for referring an individual to a person for the furnishing or arranging for
the furnishing of any item or, service for which payment maybe made in whole or i n
part under a federal health care program;42 or
2.  in return for purchasing, leasing,  ordering,  or arranging for or recommending
purchasing, leasing, ordering any good, facility, service, or item for which payment
may be made in whole or in part under a federal health care program.

dj.

dk. This  is  one  of  the  rare  federal  statute  that  criminalizes  that  attempt  to  commit  the
underlying crime. Moreover, the payee need not actually receive the money: He or she need only
solicit  the illegal remuneration.43 In addition,  the payee need not be the person to whom the
Medicare- (or other federal health care program) insured patient is referred for a good, service, or
item, so long as the payment is made to induce that referral.

dl.

dm. A payer of remuneration can be guilty of an "illegal remuneration" in violation of
§1320a-7b(b)(2) if he or she

dn.

1. knowingly and willfully
2. offers or pays
3. any remuneration, including any kickback, bribe, or rebate.
4. directly or indirectly, overtly or covertly, in cash or in kind
5. to any person to induce that person to do either of the following:

do.

dp. ____________________________

dq. 42The  statute  was  changed  by  the  HIPAA  to  prohibit  kickbacks  in  any  “Federal  health  care
program"; previously, the prohibition had applied within only the Medicare and Medicaid programs. The prohibition
n ow applies to all federal health care programs for conduct occurring after HIPAA’s enactment on August 21, 1996.

dr. 43United States v. Vaghela, 970 F. Supp.  018, 1022 (M.D. Fla.  1997).

1. refer an individual to a person for the furnishing or arranging for the furnishing of
any item or service for which payment may be made i n whole or in part under a
federal health care program; or

2. purchase,  lease,  order,  or  arrange  for  or  recommend  purchasing,  leasing,  or
ordering any good, facility, service or item for which payment may be made in
whole or in part under a federal health care program.

ds. Note that subpart (b) does not require proof of referrals in exchange for remuneration;
once  the  payer  has  offered  or  paid  remuneration  for  a  referral,  the  crime  has  been
committed regardless of whether the payee in fact ever makes a referral.44

dt.



du. The criminal penalties range from up to a maxi mum of 5 years imprisonment and
a $250,000 fine in the case of an individual, to up to a $500,000 fine in the case of a corporation,
subject to the application of the United States Sentencing Guidelines.45

dv.

dw. Finally,  the statute  does not  require  proof of  a loss  to the federal  health  care
program.46

dx.

dy. The statute  does  not  define  the  term "to refer,"  "to  purchase,"  "to  lease,"  "to
order," "to arrange for," or "to recommend"; common English definitions of these terms would
thus apply.47 Given the breadth of its  language,48 there are  numerous exceptions  to  the anti-
kickback  statute,  and,  over  time,  a  series  of  safe  harbors  have  been  legislatively  and
administratively created.49

dz.

ea. B. Remuneration

eb. 1. Remuneration Defined

ec. What is meant by the statutory prohibition against payment of "remuneration" has
been  the  subject  of  significant  litigation.  The  issue  of  whether  a  payment  is  a  prohibited
remuneration arises in at least the following structural circumstances:

ed.

ee. ____________
ef. 44United States v. Picciotti, 40 F. Supp. 2d 242, 248 (D.N.J. 1999).
eg. 4542 U.S.C.  §1320a-7b(b)(1) & (2).
eh. 46United States v.  Baystate Ambulance & Hosp. Rental Serv., Inc., 874 F.2d 20, 32 n. 21

(1st Cir. 1989).
ei. 47 See United States v. Polin, 194 F.3d 863, 866 (7th Cir. 1999), approving the statement

by government counsel as follows: "Refer is to recommend, is to turn over, is to make a selection, and is
to give the business away." See also Picciotti, 40 F. Supp. 2d at 248 (government must show payments
solicited or received "as an inducement, that is as encouragement, to refer patients").

ej. 48For  example,  for  the  statute  “on  its  face  prohibits  offering  or  acceptance  of
remuneration,  inter  alia,  for  the  purposes  of  'arranging  for  or  recommending  purchasing,  leasing,  or
ordering any .  .  .  service  or  item'  payable  under  Medicare or  Medicaid " and "many marketing and
advertising activities may involve at least technical violations of the statute."  56 Fed.  Reg. 35,952, 35,
974 (1991).  The Secretary also has  observed that  the  statutory use of  the  terms  “remuneration" and
"inducement" “demonstrate Congressional intent to create a very broadly worded prohibition.'' 56 Fed.
Reg.  35,952. 35,957 (1991).

ek. 49These exceptions and safe harbors are discussed infra Section IV.
1. where there is not, and has never been, any business relationship   between the

payer and the   payee;

2. where there has been an ongoing business relationship between the payer and the
payee involving the rendering of some item or service by the payee to the payer
and the payment of some money for that item of service, prior to the start of any



referrals by the payee to the payer, and that business relationship continues after
the start of the referrals;  

3. where at the same time as the start of the making of referrals from the payee to the
payer,  a business relationship also begins between the payer and the payee,  in
which, for the provision of some item or service to the payee, the payer makes
some remuneration.

el. The courts consider the structural context in determining whether a remuneration was
paid in exchange for a referral.

em.  As  noted  earlier,  as  initially  enacted,  the  anti-kickback  statute    prohibited,
without   further specific definition, “bribes,” “kickbacks,” and “rebates." Although there
was some disagreement among the circuits over the breadth of these terms, for the most
part  those  terms  were  defined  according  to  long  established  case  law  regarding  the
statutory  use  of  those  terms  in  other  contexts.50  In  reviewing  the  appropriateness  of
prosecutions, the courts thus looked at whether corruption, as generally required in the
kickback  and  bribery  cases,  was  present  in  the  act  of  referrals  and  the  making  of
payments.51

en. The term "remuneration" is obviously a considerably broader term.52 The First
Circuit has noted that  "remunerates" is defined in the dictionary to mean "to pay an equivalent
for  service"  and  that  the  term  includes   "not  only  sums  for  which  no  actual  service  was
performed but also those amounts  for  which some professional time was  expended."53 "That a
particular payment was a remuneration (which implies that a service was rendered) rather than a
kickback, does not foreclose the possibility that a violation nevertheless could exist."54

eo. _______________

ep. 50"Where Congress borrows terms of art i n which are accumulated the legal tradition and meaning
of centuries of practice, it presumably knows and adopts the cluster of ideas that were attached to each borrowed
work in the body of learning from which it was taken and the meaning its use will convey to the judicial mind unless
otherwise instructed. In such case, absence of contrary direction may be taken as satisfaction with widely accepted
definitions, not as a departure from them." Morissette v. United States, 342 U.S. 246, 263(1952): United States v.
Zacher, 586 F.2d 912, 914(2d Cir. 1978).

eq. 51  See, e.g.,  Zacher,  586 F.2d at 915 ("the common thread that runs through common law and
statutory formulations  of the crime of  bribery is the element  of corruption,  breach  of trust or violation of duty"; a
nursing home owner who charged  his Medicaid  patients a fee in  addition to the amount paid by Medicaid to hi m
for their care, in order to  make  the total  charge to the Medicaid patients equal the a mount he charged his private
pay patients , has not been  paid a bribe); United States v. Porter, 591 F.2d 1048, 1054 (5th  Cir. 1979) ("In ordinary
parlance,  a  kick  back  is  the  secret  return  to  an  earlier  possessor  of  part  of  a  sum received"  and  involves  the
corruption of "some individual who has a specific duty imposed upon hi m" by law or regulation.).

er. 52United States v. Hanlester, 51 F.3d 1 390, 1398 (9th Cir. 1995) ("The phrase any remuneration'
was intended to broaden the reach of the law which previously referred only to kickbacks, bribes, and rebates");
United States v. Baystate Ambulance & Hosp. Rental Serv., Inc., 874 F.2d 20, 30 (1st Cir. 1989) ("By including
such terms as  kickbacks  and bribes,  the statute expands ‘remuneration ‘to cover situations where  no service is
performed.").

es. 53Baystate Ambulance, 874 F.2d at 30.
et. 54Id.
eu. Lastly, that the remuneration paid may have been government "sting money" does

not affect the illegal nature of the transaction .55



ev.

ew. In an anti-kickback statute prosecution, the government need not prove that the
payments  were made with Medicare funds. 56 “Payment of a kickback to those in control  of
federal funds is all that is required."57 It is sufficient that the government demonstrate that the
service or item referred be itself paid for with Medicare funds.58

ex.

ey. 2. Examples of Remuneration

ez. Courts have upheld many different types of convictions and found as prohibited
remuneration under the antikickback statute the following scenarios:

• payment of fees to physicians by clinical blood laboratories to induce referrals of patient
specimens; 59

• monthly payments of $2,000 to $2,500 to an office manager of a medical practice by a
laboratory in exchange for the referral of $8,000 to $10,000 in business; 60

• cash payments to two community health aides made by the president and sole shareholder
of  a  corporation  providing  treatment  programs  for  drug addiction  for  the  referral  of
women needing drug addiction counseling;61

• payments to the chief respiratory therapist at a hospital by a durable medical equipment
supplier to induce the purchase of respiratory therapy equipment;62

 payments of cash and "large amounts of alcoholic beverages" to the administrator of a
nursing  home  by  physical  therapists  and  pharmacies  in  exchange  for  the  referral  of
business to those persons and entities;63

 the payment of two automobiles to a hospital official made by an ambulance company in
exchange for the official's recommendation to the hospital 's bid review committee that
the hospital select, in a public bidding process, that company's bid to supply ambulance
services to the hospital;64

fa. ________________________
fb. 55 United States v. Mittal, 1 999 WL 461 293, at *7 (S.D.N.Y. July 7, 1 999) ("The receipt of the

money for referring the patient did not lose its illegal character sim ply because the government agent knew that the
kick back money was actually government sting money and the patient referrals might never be completed.").

fc. 56 Baystate Ambulance, 874 F.2d at 34.
fd. 57United States v. Ruttenberg, 625 F.2d 173, 176 (7th Cir. 1 980).
fe. 58Id.
ff. 59United States V. Taper, 625 F.2d 111, 115 (6th Cir.), cert. denied, 449 U.S. 1034 (1980). 
fg. 60United States v. Vaghela, 169 F.3d 729 (11th Cir. 1999).
fh. 61 United States v. Starks, 1 57 F.3cl 833 (11th Cir. 1998).
fi. 62United States v. Sadlier. 649 F. Supp.  1560, 1561 (D. Mass. 1986).
fj. 63United States v. Perlstein, 632 F.2d 661, 662 (6th Cir. 1980), cert. denied, 449 U.S.

fk. 1084 (1981).
fl. 64 United States v. Baystate Ambulance & Hosp. Rental Serv., Inc., 874 F.2d 20 (1st Cir. 1989).

See also 56 Fed. Reg. 35,952, 35,978 (1991) ("One of the most common features of a serious kickback violation
exists when a seller offers a valuable good, for example, a car or a



fm.

 the payment  of handling fees to two chiropractors by a medical laboratory for the
referral of blood specimens;65

 payments to nursing home owners of a monthly "fee" called a "consulting payment"
made  by  a  druggist  for  the  "opportunity"  to  provide  drugs  and  pharmaceutical
services to nursing home patients; 66

 payment  of  $50 cash  for  each Medicare  patient  referred  to  a  facility  engaged in
cardiac  pacemaker  monitoring  services  to  a  sales  representative  for  a  pacemaker
manufacturer by the owner of that facility;67

 employment  of  two doctors  as  co-directors  of  gerontology services,  coupled  with
provision  of  free  staff  in  exchange  for  referrals  by  those  doctors  of  patients  to
numerous hospitals;68

 payments, disguised as monthly rent, to an internist by a cardiologist for the referral
of patients; 69

 payments to an osteopathic physician by a home therapy company for the referral of
human immunodeficiency virus positive patients and patients suffering from acquired
immune deficiency syndrome;70

 percentage payments paid to a marketer by a medical goods supplier in exchange for
marketing its goods;71

 and  payments,  consisting  of  40  percent  of  an  equipment  supplier's  Medicare
reimbursement, paid to the referring physician by the supplier.72

fn.

fo. Individuals  and entities  have  pled  guilty  to  violating  the  anti-kickback  statute  in  the
following cases:

 the payments of grants-in-aid, the extension of consulting agreements, the award of
research agreements, and the provision of marketing agreements to a physician by a
home health company to induce his purchase of a growth hormone drug;73

 the payment of a finder's fee to an independent contractor for finding patients for a
hospital chain;74 

fp. _________________
fq. trip, to a person in return for that person 's participation in activity prohibited under the statute.") 

fr. 65United States v. Hancock, 604 F.2d 999, 1001 (7th Cir.), cert. de11ied, 444 U.S. 991 (1979).
fs. 66United States v. Ruttenberg, 625 F.2d 173, 174 (7th Cir. 1980).
ft. 67United States v. Polin. 194 F.3d 863 (7th Ci r. 1999). In affirming the district court’s denial of

defendants' Rule 29 motions for judgments or acquittal, the Seventh Circuit noted: ''This is a classic case of an
illegal kickback prohibited by 42 U.S.C. §1320a-7b(b)(2)(A).  In exchange for directing Medicare patients to CVS,
Polin and Phillips were willing, and did, pay Abercorn and Kalians money. It is difficult lo i magi ne a case which
more squarely falls within the meaning and plain language or the Act." Id. at 867.

fu. 68 United States v. McClatchy, 217 F.3d 823 (10th Cir.), cert. denied, l21 S. CL. 574 (2000).
fv. 69 United States v. Adam, 70 F.3d 776, 778 (4th Cir. 1995).
fw. 70See United States v.  Neufeld, 908 F.  Supp.  491, 493 (S.D. Ohio 1995).
fx. 71Medical Dev. Network, Inc.  v. Professional Respiratory Care/Home Med. Equip. Servs.; Inc.,

673 So. 2d 565 (Fla. Dist. Ct. App., 4th Dist. 1996).
fy. 72 United States v. Greber, 760 F.2d 68 (3d Cir. 1985).
fz. 73 United States v. Caremark, Inc., Cr. No. 95-86M (S.D. Ohio June 16, 1995), and United States

v. Caremark, Inc., Cr. No. 4-94-95, 1995 WL 422 157 (D. Minn. June 16, 1995) (Settlement Agreement).



ga. 74 United States v.  Hamparian, Cr. No.  98-10197-PBS (D. Mass. 1998).

 the payment of $90 per patients for each patient referred by a physician to a medical
supply company;75

 and awards of medical “directorships” and bargain-priced office leases to physicians by a
hospital in exchange for patient referrals.76

gb.

gc. The inspector general has stated that the anti-kickback statute covers such diverse
situations as: 

 enrollment in a health care plan and the payment of remuneration to induce beneficiaries
to join a particular plan;77

 payment  of  remuneration  to  anyone  so  that  that  person will  recommend  a  particular
provider to a patient;78

 an agreement between a hospital and it managed care plan to forego a deductible or a
coinsurance payment;79

 and  discounting  of  fees  that  a  provider  charges  patients  of  a  health  maintenance
organization (HMO) or preferred provider organization (PPO), in exchange for listing the
provider as a preferred or approved provider on the list of the HMO or the PPO.80

gd.

3.  Business Relationship Between Payer and Payee

ge.

a. General Agreement 

gf.

gg. Whether  an  agreement  between  CLIENT and  another  party  violates  the  anti-
kickback statute has been raised in civil litigation between regarding enforcement of agreements.
Although  these  cases  do  not  involve  the  standard  of  proof  required  in  a  kickback  statute
prosecution,  the  holdings  are  relevant  and merit  consideration  by both  the  criminal  and the
transactional attorney. Cases that have involved such litigation including the following: litigation
regarding payments to a physician by a hospital as a part of a recruitment effort, including a gift
of free office space, providing rent and utilities subsidies, guaranteeing the physician’s income
for a period of time, paying moving expenses and paying malpractice insurance, where those
payments  were  made  at  least  in  part  to  induce  the  physician’s  the  legality  of  the  hospital-
physician recruitment contract.82

gh.

gi. In advising CLIENT on a proposed business arrangement, and in an investigatory
review by counsel of payments between a payer and payee,  the business relationship,  if any,
between the  payer  and payee  and changes  in  the relationship  over  time  are  of  considerable



relevance, as that relationship may or may not provide a justification for the payments. In the
first circumstance noted above, 83

gj. ___________________

gk. 75  United State v Aginsky, 165 F.3d 15, 1998 WL 777759 (2d Cir. Oct. 30, 1998) (unpublished
table decision). 
gl. 76United States v. NME Psychiatric Hosp., Inc., Cr. No. 94-0268 (D.D.C. 1994).
gm. 7761 Fed. Reg. 2,122, 2, 124 (1996).
gn. 78Id
go. 79Id
gp. 80Id
gq. 81Polk County v. Peters, 800 F. Supp. 1451 (E.D. Tex. 1992).

gr. 82Feldstein v. Nash Community Health Servs., 51 F. Supp. 2d 673, 681 (E.D.N.C. 1999).
gs. 83Polk County, 800 F. Supp. 1451.

gt. the existence of payments by the hospital to the physician in the complete absence of any
other business reason for the making of the payments maybe sufficient proof that the
payments  were  in  fact  made  as  a  reward  for,  or  to  induce,  the  referrals,  and  thus
constitute  prohibited  remuneration.  In  this  circumstance,  one  can  infer  that  the  only
purpose for the payments is to reward or induce the referral of patients. As stated recently
by  the  Tenth  Circuit,  “a  hospital  or  individual  may  lawfully  enter  into  a  business
relationship with a doctor and even hope for or expect referral from that doctor, so long
as the hospital is motivated to enter into the relationship for legal reasons entirely distinct
from it collateral hope for referral.”84

gu. b. Joint Ventures

gv. Joint ventures in the health care industry present a significant issue in connection
with application of anti-kickback statute  enforcement.  Although "joint venture" has not been
defined by any regulation or statute, it has been defined and used by the OIG and those few
courts that have considered such entities in a consistent, if rough-hewn, manner. A joint venture
can be “a contractual arrangement between two or more parties to cooperate in providing service,
or it may involve the creation of a new legal entity by the parties, such as a limited partnership or
closely held corporation."85 In July 1989, the inspector general referred to a “proliferation of
arrangements  between  those  in  a  position  to  refer  business,  such  as  physicians,  and  those
providing items or services for which Medicare or Medicaid pays."86

gw. The anti-kickback statute does not itself bar joint ventures.  87 The same analysis is
applied to the issue of remuneration paid through the vehicle of a joint venture, because in a joint
venture there is the "cover" of an investment a · a basis" for the making of payments. The task of
assessing whether  a  joint  venture there is  the “cover” of  an investment  as a  “basis” for the
making of payments. The task assessing whether a joint venture runs afoul of the anti-kickback
statute  will  turn  on  its,  operation  and  structure.88 determining  whether  the  payments  made
through a joint venture are normal investment proceeds rather than prohibited remuneration can
be daunting. The potential damage they present to the Medicare program can be significant and
they are generally subjects worthy of investigative time and effort. For a practitioner counseling



investors in a joint venture that would profit from patients referred to it by one or more investor,
the task of enduring

gx. _________________
gy. 84United States v. McClatchy, 213 F.3d 823 (10th Cir.), cert. denied, 121 S. Ct. 574 (2000).
gz. 8559 Fed. Reg. 65, 372, 65,373 (Publication of Special Fraud Alerts, Dec. 19, 1994).
ha. 86Id.
hb. 87Hanlester Network V. United States, 51 F.3d 1390, 1395 (9th Cir. 1995).
hc. 88 see also 56 Fed. Reg. 35.052, 35,977-78 (1991) (“Another problem exists when an entity, which

is both a provider or supplier of items or service and a joint venture partners with the referring physician., makes
discounts to the joint venture as a way to share its profits with the physician partners. . .. For example, in some cases
a reference laboratory performs testing for another laboratory at a discount price in accordance with a management
contract. In other case, the service the reference laboratory provides are paid on the basis of a percentage of revenues
that the joint venture receives from Medicare. These arrangements are not arm’s length transactions where the joint
venture  entity  shops  around for  the  best  price  on a  good  or    service.  Rather,  it  has  entered  into  a  collusive
arrangement with a particular provider or supplier of items or services that seek to share its profit with referring
physician partners.'').

hd.

he.

hf. legality is difficult. Compounding the problem of representation is the relative dearth of
cases assessing the legality of joint venture arrangements.

hg.

hh. The inspector general has identified a series of subject matters and factors that
regulators  and  investigators  should  consider  regarding  joint  venture  arrangements.  For  the
investor, the following factors may identify a "suspect" arrangement:

1. investors are chosen because they are in a position to refer business to the joint venture;89

2. investors who can refer business are encouraged to do so, and if they do not, they are
encouraged to quit the investment;

3. investor referrals are tracked and the results distributed, as a mechanism to police the
failure to refer business; and

4. as a condition of investment, the investor is required to remain as a practicing provider in
the locale serviced by the joint venture.90

hi. The structure of  the joint  venture  is  also considered relevant  by the inspector
general. A variety of factors have been identified by the OIG as i mpo11ant, and each is designed
to answer the question of whether the joint venture is operated as a real, standalone business, or
as a sham. These factors include the following:

1. whether  the  joint  venture  business  has  its  own  separate  location,  distinct  from  the
business location of any of the joint venture investors;

2. whether the investment of capital is disproportionate, such that t hose investors who also
make referrals to the venture have much less invested in the venture than other investors;

3. whether  investors  who  can  control  patient  referrals  are  allowed  to  "borrow"  their
investment capital from other investors or from the venture itself; and



4. whether the investment returns are extraordinary.91

hj. Although establishment of a joint venture that includes as investors both providers
of services and supplies and "providers" of patients is not per se unlawful,  92 the operations and
billings to the Medicare program will likely invite investigation. The core issue for counsel is the
purpose of the payments made, if any, by the joint venture to its investor-partners. Payments to
investors, where those investors also refer patients to the joint venture, may well have dual or
multiple  purposes:  in  part  to  distribute  legitimate  investment  gains  to  the  joint  venture
participants based upon their investment interests and in part to reward past referrals or to induce
future referrals of patients that the investor partners control. The core investigative question is
the presence of the latter purpose. If present, so long as it is not de minims, such a purpose is
unlawful and should be considered as such by practitioners in all federal judicial circuits.

hk. _______________

hl. 8956 Fed. Reg. 35,052, 35,970 (1991) (“Many of the more abusive join venture arrangements of
which we are aware offer only nominal investments to physician. We believe that in many cases, these nominal
investment interests are designed to induce referrals or encourage the investor to otherwise generate business for the
entity.'').

hm. 9059 Fed. Reg. 65,372, 65,374 (1994).
hn. 91 Id.
ho. 92 See Hanlester Network v.  United States, 51 F.3d 1390, 1396 (9th Cir. 1995).

hp. Thus, although the establishment of or the investment in a joint venture is not in and of
itself per se unlawful, the payment of money to an investor in part at least to induce their
referrals, or to reward their referrals, is per se unlawful.

hq. A related question, quite  apart  from  the issue of  whether  the  payment  to
investor-partners  constitute  illegal   remuneration,   is   whether   certain   investors  in  a  joint
venture were given their investment opportunity in the joint Venture because of their potential
for making referrals.93 If, for  example,  a  laboratory establishes a joint venture, and the only
other investors  are  physicians  who make referrals of business to the venture,  the  opportunity
to invest  accorded to those physicians might constitute  an  illegal  remuneration  in  violation
of the  statute.

hr. 4. Purpose of the Payments

hs. a. The Applicable Legal Standard

ht. The existence of an apparently legitimate business arrangement between a player
and a payee raises the questions of to what external. the purpose of the payments is related to the
referral  of patients (and not the other business) and what level of proof of intent the statute
requires.94 In United States v. Greber, 95 the Third Circuit adopted an “any purpose" test:

hu. Even if the physician performs some service for the money received, the potential
for  unnecessary  drain  on  the  Medicare  system  remains.  The  statute  is  aimed  at  the
inducement factor... If the payments were intended to induce the physician to use Cardio-
Meds  services,  the  statute  was  violated,  even if  the  payments  were  also  intended  to
compensate for professional services.96



hv. Following this analysis, presumably, whether the payments were equal to the fair
market value of the services provided is irrelevant, if the payments also were intended to induce
the physician to make a referral to a Medicare-insured patient. This ‘'more expansive reading" of
the statute ‘implies that the issue of sole versus primary reason for payments is irrelevant since
any amount or inducement is illegal.”97

hw. The Ninth Circuit has expressly followed the Third Circuit's interpretation: "[i]f
‘on  purpose  of  the  payment  was  to  induce  future  referrals,'  "the  Medicare  statute  has  been
violated.98 The First Circuit, although neither rejecting nor adopting the reasoning of Greber in
its first review of the anti-kickback statute in its Baystate Ambulance opinions, has since adopted
and followed the Greber

hx. _____________

hy. 93United States v. Baystate Ambulance & Hosp. Rental Serv. Inc. 874 F.2d 20, 29 (1st Cir. 1989).
Sec also the discussion regarding the term "'induce," infra Section III.B.

hz. 94Whether the payment, were at least in part for services rendered raise, the issue of whether the
government must show that such payments were made primarily or solely with a corrupt intent." 874 F.2d at 30.

ia. 95760 F.2d 68, 71 (3d Cir.), cert. denied, 474 U.S. 988 (1985).
ib. 96'Id. at 71-72.
ic. 97Baystate Ambulance, 874 F.2d at 30.
id. 98United States v. Kats.  871 F.2d 105, 108 (9th Cir. 1989). 
ie. 99The First Circuit did expressly reject the argument that, if the payments made to the payee were

reasonable in light of some work or service performed by the payee, such reasonableness was

if. reasoning  in  mail  fraud  prosecution,  Untied  States  v.  Woodward.100 In  Baystate
Ambulance, the district court instructed the jury as follows: 

ig.

ih. If  you  find  the  payments  were  made  for  two  or  more  purpose,  then  the
government  has  to  prove that  the improper  purpose is  primary purpose  or  was the
primary purpose in making and receiving the payments… you cannot convict if you
find that the improper purpose was incidental or minor on in making the payments.101

ii.

ij. The first  circuit,  although  it  did  not  then  require  that  such instruction  be  given in  a
kickback statute prosecution, stated that the instruction “comport[ed] with congressional
intent.”102 Although the First Circuit did not then adopt the reasoning in Greber, the court
did observe that  “the fact that Congress,  in reenacting the substantive sections of the
Medicare  Fraud  statute  did  not  change  them  implied  that  Congress  approved  prior
interpretations such as Greber.”103  This statement suggest, in contradiction to the court’s
prior statement (that it need not reach the issue decided in Greber), that in fact Congress
had approved the 1985 Greber interpretation of the “any purpose”  rather than the “sole
purpose” or “primary purpose” analysis, given the 1989 safe harbor amendments.104

ik.

il. In United States v. Woodward, 105 a mail fraud prosecution of a state representative for
deprivation of the intangible right of honest services, the defendant appealed the district
court’s failure to instruct that if his scheme had a dual purpose: then the illegal purpose
must  be one  of  the scheme's  "dominant  "  purposes.106 Mirroring in  some respect  the



instruction used in Baystate Ambulance by the First Circuit , the defendant in Woodward
argued that "the illegal purpose of the gratuity should not be a minor or incidental portion
of the mix.”107 The First Circuit rejected this argument, holding that a defend.mt may be
prosecuted under the mail fraud statute if he or she has a dual purpose: "if he is found to
have intended both a lawful and an unlawful purpose to some degree.”108  “The criminal
law  may  punish  conduct  even  if  its  illegal  purpose  is  incidental  to  other,  legal
purposes."109 In announcing this holding, the First

im.

in.

io. ______________
ip. Evidence that the payments were not meant to induce referrals. Baystate Ambulance, 874 F.2d at 29.
iq. 100 149 F.3d 46 (1st Cir. 1998), cert. denied. 525 U.S. 1138 (1999).
ir. 101 874 F.2d at 29.
is. 102 Id.  In  fact,  although perhaps comporting with congressional  intent, the instruction runs afoul of the

Supreme Court’s  statement  in United States  v.  Anderson,  417 U.S.  211, 226 (1974) (holding that  the
purpose to violate federal law may be a secondary purpose, not necessarily primary).

it. 103Baystate Ambulance, 874 F.2d at 31.
iu. 104Id. at 32.
iv. 105149 F.3d 46 (1st Cir. 1998).
iw. 106In Woodward, in contrast to Baystate Ambulance, the First Circuit had instructed the jury that if “there is

both the intent to cultivate a business and political relationship [i.e., do something legal] and the intent to be
influenced in official legislative duties [i.e., do something illegal], then you may find a violation of the
federal laws.” Woodland, 149 F.3d at 71.

ix. 107Id.
iy. 108Id.
iz. 109Id.

ja. Circuit  again  embraced,  and expressed  its  support  for,  the  holding  and  reasoning  in
Greber.110

jb.

jc. Similarly, the Tenth Circuit, in United States v. McClatchey,111  has followed the
reasoning of the Third Circuit  i  n  Greber and  held  that   "a person  who offers  or pays
remuneration  to another  person  violates  the  Act  so long  as one  purpose of the offers or
payment  is to induce  Medicare  or  Medicaid  patient  referrals.''  112 In McClatchy, the chief
operating  officer  (COO) of  a hospital  had  argued  that the trial court erred i n  instructing  the
jury  that  it  could  convict  McClatchey  if his "intent to gain [influence over the reason or
judgment of a person making referral decisions] must, at least in part, have been  the reason  the
remuneration was offered  or  paid."113  The  Tenth  Circuit  approved  the  instruction  because
the  district  cou,1had  "specifically  informed  the  jury   that   'McClatchey  cannot be convicted
merely because [he] hoped or expected or believed that referrals may ensue from remuneration
that was designed wholly for other purposes.’”114

jd.

je. A "sole" purpose test has been rejected by the Fifth Circuit in United States v.
Davis.115 In that case, the provider, Dr.  Davis, appealed his conviction on two counts of offering
and paying inducements for the referral of Medicare insured patients, i n part challenging the
failure of the district court to instruct the jury that to find him guilty, the jury had to find that



Davis’ cash payments  to a certain physician were “for no other purpose” than “inducing the
referral  of  Medicare  patients. 116 The  Fifth  Circuit  rejected  this  proposed  instruction  as  an
‘'erroneous statement of the law."117

jf.

jg. Although there was some confusion at one point that the  law  required proof of a
primary motive, it seems fairly clear that if any non-de-minims purpose in making the payments
was to induce a referral, then the statute has been violated, regardless of the presence of other,
presumably lawful motives.118 Any evidence that the total value of the payments significantly
exceeds  the  fair market  value of  the  services (or goods)  provided,  thus allowing for the
inevitable inference that some nontrivial portion of the payments were made for some purpose
other  than  to  compensate  for  the  legitimate  services  or  goods  provided,  will  support  the
necessary conclusion that the law has been violated.  It seems fairly clear that where there was
once room, at least i n the First Circuit, for a payer and payee to defend a kickback charge by
arguing that although one purpose of the payments may have been to induce referrals, that was
not the "primary,"  "sole," or ''dominant"  purpose of the payments,  that  defense is  no longer
possible. Ultimately, resolving this question of fact as to intent is a matter for a jury.  As the
Tenth Circuit has observed:

jh. _____________
ji. 110 Id.
jj. 111217 F.3d 823 (l0th Cir.), cert. denied.  121 S. Ct. 574 (2000).
jk. 112 Id. at 835.
jl. 113Id. at 834 (emphasis in original).
jm. 114Id.
jn. 115 132 F.3d 1092 (5th Cir. 1998).
jo. 116Id at 1094.
jp. 117Id.
jq. 118U.S. v.  Coyne.  4  F.3d 100, 113 (2d Cir.  1993) (a  “valid  purpose that  partially motivate,  a

transaction does not insulate participants in, an unlawful transactional criminal liability"),  cert. denied, 510 U.S.
1095 (1994).

jr. [I]t may be difficult  for an injury to distinguished between a motivating factor and a
collateral hope or explanation. Making such difficult factual determinations, however, is
the very role which our system of justice assigns to the finder of fact…. The state of
man’s mind is as much a fact as the state of his digestion. It is true that it very difficult to
prove what the state of a man’s mind at a particular time is, but if it can be ascertained it
is as much a fact as anything else.119

js.

jt. b. Expression of Purpose
ju.

jv. Proof of criminal intent or purpose can be as varied as the underlying referral
schemes.  As reported in the case law, proof offered by the government has consisted
principally of statements designed to correlate the remuneration, or offer of remuneration
(or the demand) with the patient referrals. For the most part, the expression of purpose as
reported  in  the  cases  is  not  couched in  terms  of  sole  or  primary  purpose;  rather  the
evidence of purpose appears relatively unambiguous.120

jw.



jx. The case of United States v Tapert, 121  presents an illuminating discussion about
this issue in connecting with the receipt by physicians of payments from a clinical blood
laboratory company. There, in their guilt plea colloquy, each physicians admitted that he
or  she  received  payments  from Titan  Laboratory  for  the  referral  of  patients  to  that
laboratory.122  Although some of the charged physicians had been only investors, other
physicians  indicated  that  they  also  had  performed  some  services  for  the  laboratory
pursuant to what were called “consulting agreements”123  Thus, during the plea colloquy,
the district court questioned each physicians  at length to determine to what extent the
payments  were  received  by the  physicians  in  exchange  for  the  referral  of  Medicare-
insured business. The Statements made by the physicians, and held by the Sixth Circuit to
be sufficient to support the pleas of guilty to the receipt of kickback, in exchange for the
referral of Medicare-insured patient, included the following:

jy.

 "Perhaps an equal part of my motives were for the inducement of monetary gains."124

jz. ___________
ka. 119United States v. McClatchey, 217 F.3d 823, at 834 n.7 (10 th Cir.), cert. denied, 121 S. Ct. 574

(2000) (citation and quotations omitted).
kb. 120See, e.g., Untied States v. Anderson, 85 F. Supp 2d 1047 (D. Kan. 1999), rev’d in part in United

States v. McClatchey, 217 F.3d 823 (10th Cir. 2000). In Anderson, two doctors and several hospital executives and
lawyers were prosecuted for remuneration (consisting of employing the physicians as co-directors and providing
free staff.) paid in exchange for patient referrals. After a lengthy trial, the jury convicted the two doctors, the chief
executive (CEO) of one hospital, and the COO of another hospital (the judge had previously acquitted the attorneys
during the trial). The four convicted defendants moved for entry or judgment of acquittal. In its opinion denying that
motion as to the two doctors and the CEO, the court noted the following expression of intent and purpose, as proven
at trial: “The Lahues told University that if the hospital wasn’t interested increasing the salary, ‘they… would no
longer putting patients in our institution’” (Anderson, 85 F. Supp. 2d at 1054); “Dr. Lahue told Mr. McGrath that
BVMG ‘feels that they value in the 2,000 nursing homes bed they control. The wish to work out any arrangement
with Health Midwest that pays them for this value’” (id. At 1059). The court also emphasized the evidence proffered
by the government that the doctors performed few if any services as co-directors in exchange for the salaries paid to
them. 

kc. 121 625 f.2d 111, 115 (6th Cir.), cert, denied, 449 U.S. 1034 (1980). 
kd. 122 Id at 111
ke. 123 Id. At 114
kf. 124 Id. At 116

 "[T]he  referral  of  business  to  Titan  Laboratories  was .  .  .  among  the  reasons .  .  .  a
combination as to . . . why I received the compensation.”125

 "I did give my blood work to the laboratory, I did help assist them, I did help in getting
other doctors referred to them, and with the combination of everything I  don’t  know
where to put the weight on each one as to compensation, but all were done by me, that is
true  and  I  did  receive  the  compensation.  [In  terms  of  motive,  receiving  money  for
referring patients and doing these other services] were co-equal?" 126

 "[T]he payments from M. A. Delaney were for the three purposes, one because [I] sent
[my] lab work to Titan, two because they indicated tests, and three [I was] supplying
other doctors to send their work to [the lab]."127

 "I accepted monetary payments from Associated Physicians Company in exchange for
referring my laboratory work to Titan Laboratory."128

kg.



kh. Although some of the physicians acknowledged only the one motive (receiving money in
exchange for referrals), several of the physicians stated that the payments were in part for
services  rendered,  and  that  the  motive  was  ''coequal"  with  the  payment-for-referrals
motive.

ki.

kj. The practitioner should note that the convictions of the physicians were affirmed
where (I) the physician received payment for a referral where there was no other purpose for the
payment, and (2) the physician engaged in some other activity and the payment to the physician
was in part compensation for the work and in part compensation for the referral.  Put another
way:  Part of the total payment was solely for the purpose of compensating the physician for
work done, and part was solely to compensate the physician for referrals made. 129 

kk.

kl. C. Inducement

km. "Induce"  is  not  defined  in  the  anti-kickback  statute.  BLACK’S  LAW
DICITIONARY defines induce to mean: “To bring on or about, to affect, cause, to influence to
an act or course of conduct, led by persuasion of reasoning, incite by motives, prevail on."130

"[M]ere encouragement” is not sufficient; the

kn. ________________

ko. 125 Id. At 117. 
kp. 126 Id. At 118. 
kq. 127 Id. 
kr. 128 Id. At 119. 
ks. 129In some respects, this rather simple analysis makes irrelevant the debate of “primary” versus

“sole”  versus  “any”  purpose,  in  part  given  the  natural  divisibility  of  remuneration,  whatever  its  form.  If,  for
example,  a  nursing  home pays  a  physician  $100 for  consulting  work  and  for  the  referral  of  one  patient,  and
consulting work that the physicians in fact performed had a fair market value of $90, one could conclude that the
primary purpose of the $100 payment was to compensate the physician for the consulting work, and that payment
for the referral was only an incidental part of that payment. On the other hand, because the consulting work was
worth only $90, $10 of the total payment was paid to the physician for the referral of the patient; the sole purpose of
that $10 payment was to compensate the physician for the referral. That aspect of the payment—the extra $10—is
chargeable as a crime under 42 U.S.C. §1320a-7b(b), and it would be irrelevant in many respects in any prosecution
of the physician and the nursing home that the physician also may done $90 worth of consulting work.

kt. 130 BLACK’S LAW DICTIONARY 697 (6TH ed. 1990).

ku. government must demonstrate that there was “an intent to exercise influence over the
reason  or  judgment  of  another  in  an  effort  to  cause  the  referral  of  program related
business."131, This definition and the scope of activity that is prohibited is quite broad,
and includes more than simply giving money to someone as an inducement.  As the First
Circuit   has   stated, “giving a person an opportunity   to earn   money   may   well   be
an inducement   to that   person to channel potential   Medicare payments towards a
particular recipient."132

kv. D. "Knowingly and Willfully"

kw. 1. Debate Surrounding the Terms



kx. The  phrase  "knowingly  and  willfully"  was  added  to  the  statute  in  1980133  to
prevent penalizing "an individual whose conduct, while improper, was inadvertent."134 Although
simple, the phrase has been the subject of the greatest debate among all of the statute's many
terms.135 First interpreted in United States v. Baystate Ambulance & Hospital Rental Service,
Inc., 136 the First Circuit approved, without elaboration, the following jury instruction by the trial
court regarding scienter:

ky.

kz. Knowingly simply means to do something voluntarily, to do it deliberately, not to
do  something  by  mistake  or  by  accident  or  even  negligently.  Willfully  means  to  do
something purposely, with the intent to violate the law, to do something purposely that
[the] law forhids.137

la.

lb.

lc. ____________
ld. 131 Hanlester Network V. United States, 51 F.3d 1390, 1398 (9th Cir. 1995). But see United States

v. Picciotti,  40 F.  Supp.  2d 242,  248 (D.J.N 1999) (“the  Government  need not prove that  Leon SCD actually
received  referral,  but  merely  that  Dr.  Picciotti  solicited  or  received  payments  as  an  inducement,  that  is,  as
encouragement to refer patients to Leon SCD”). 

le. 132United States v. Baystate Ambulance & Hosp. Rental Serv. Inc., 874 F.2d 20, 29 (1st Cir. 1989).
See also United States v. Shaw, 106 F. Supp. 2d 103, 121 (D. Mass. 2000) (“It may also be the case that the profit
motive was so strong--- the defendant was so severely in debt or the amount of the profit was so enormously high---
that a jury could infer that profit motive supports an inference of willful and knowing purpose to induce referrals of
or be reimbursed for federal health care program business.”)

lf. 133Omnibus Reconciliation Act of 1980, Pub. L. No. 96-499, tit. IX, §917, 94 Stat. 2599, 2625. 
lg. 134H.R. Rep. No. 96-1167, at 59 (1980), reprinted in 1980 U.SC.C.A.N. 5526, 5572. 
lh. 135The Supreme has often stated "willful is a ‘word of many meanings' and ‘its construction [is]

often influenced by its context.” Ratzlaf v. United States, U.S. 510 U.S. 135 (1994)(citing spies v. United States, 317
U.S. 492 (1943)). See Cheek v. United States, 498 U.S 192, 209 (1991) (Scalia. J., concurring in judgment) (the
term "willfully"  in criminal  law generally  “refers  to  consciousness  of  the act  but  consciousness  that  the act  is
unlawful").

li. 136 874 F.2d 20, (1st Cir. 1989). 
lj. 137 Id. at 33 Note that just this is the Standard definition applied generally in criminal cases for

these two terms. Compare United States v, MeKjian, 505 F.2d 1320, 1324 (5th Cir. 1975) (as used in 18 U.S.C
§§287, 1001, & 1341, “knowingly requires proof that the accused acted ‘with knowledge'; willfully requires that the
accused act ‘deliberately' or deliberately and with knowledge'"); United States v. Evans, 559 F.2d 244. 246 (5 th Cir.
1977) (knowingly also includes willful blindness and reckless indifference to the falsity of the statement or the
criminal act), cert. denied, 434 U.S. 1015 (1978): United States v. Schaller. 600 F.2d 1120, 1121 (5th Cir. 1979)
(noting recent Fifth Circuit opinion approving jury instructions in cases involving

lk. In 1995, in Hanlester Network v. Shalala, 138 the Ninth Circuit expanded these elements,
holding that for the defendant to be guilty of a violation of 42 U.S.C. §1320a-7b(b), the
government must prove beyond a reasonable doubt that the defendant "(1) know[s] that
[the  statute]  prohibits  offering  or  paying  remuneration  to  induce  referrals,  and  (2)
engage[s] in prohibited conduct with the specific intent to disobey the law."139 In adopting
this scienter requirement for the anti  kickback statute, the Ninth Circuit, without analysis
or  discussion,  adopted  the  scienter  requirement  articulated  by  the  Supreme  Court  in
Ratzlaf v. United States.140



ll.

lm. No other court has followed the Hanlester holding since 1995; indeed, those that
have expressly considered the issue have rejected the Ninth Circuit’s analysis. Thus, in United
States v. Jain, 141 The Eighth Circuit held that the statute required only that the government prove
that  a  defendant  knew that  his  or  her  conduct  was  "wrongful."  The  Jain  court  rejected  the
Hanlester holding, in part because the Ninth Circuit had "adopted Ratzlaf’s heightened mens rea
standard without considering other alternatives to the general rule” that ignorance of the law is
no defense. 142 The Eighth Circuit agreed with Ratzlaf and Hanlester that the conduct prohibited
by the anti-kickback statute need not be "inevitably nefarious"143  -"obviously 'evil' or inherently
'bad '"144 -and that the statute required proof of a higher level of mens rea. The Eighth Circuit then
followed the Supreme Court’s caution regarding willful and   its many meanings and

ln.

lo.

lp. ______________________
lq. 18 U.S.C. §1001 that  equate  "knowledge"  with “reckless  disregard  of  the truthfulness  or  falsity"  of  a

statement coupled with a “conscious effort to avoid learning the truth”). 
lr. 138 51 F.3d 1390 (9th Cir. 1995). 
ls. 139  Id at 1400. This holding in Hanlester has been constructed to mean that the government, in a

kickback case, must prove that the defendant knew of the specific prohibitions enumerated in the anti-kickback
statute and in his or her conduct specifically intended to violate that prohibition.  In such an interpretation of the
statute, ignorance by the defendant of the specific prohibition or the anti-kickback statute would be a defense to the
crime even if the government could prove that the defendant knew that the crime was in general wrongful (i.e., that
the   conduct violated some prohibition).

lt. 140510 U.S. 135 (1994). In Ratzlaf, the Supreme Court held that for the government to convict a
defendant for structuring cash transactions to avoid the bank reporting requirement of reporting all transactions in
excess of $10,000, in violation or 11 U.S.C.  §§5322(a) & 5324(3), the government must prove that the defendant
"knew the structuring he undertook was unlawful.''  Thus, Ratzlaf held that  the government must prove that the
defendant  acted  with  knowledge  that  the  structuring  he  or  she  undertook  was,  unlawful,  not  simply  that  the
defendant’s  purpose was to circumvent  reporting obligation.  “Congress  subject  to criminal  penalties only those
‘willfully violating’ section 5324, signaling its intent to require for conviction proof that the defendant knew not
only of the bank 's duty to report each cash transactions in excess of $10,000, but also of his duly not to avoid
triggering such a report." Id at 149.

lu. 141 93 F.3d 436 (8th Cir. 1996).
lv. 142 Cheek v. United States. 498 U.S.  192, 199 (1991) ('"The general rule that ignorance of the law

or a mistake of law is no defense to criminal prosecution is deeply rooted in the American legal system.").
lw. 143That this so for some conduct that falls within the sweep of the statute one can readily conclude

from a review of the advisory opinion issued by the inspector general since the passage of HIPPAA. See Chapter 8,
Section III. But United States v. Neufeld, 908 F. Supp. 491, 496 (S.D. Ohio 1995) ("Taking bribers for referrals is
not an innocent endeavor. It is an inherently wrongful activity and one of which a physician should particularly be
aware.”).

lx. 144 Ratzlaf, 510 U.S. at 146.

ly. compared the use of the term in the anti-kickback statute with the use of the term in the
structuring statute:

lz. [The]  anti-kickback  statute  prohibits  willful  conduct...  rather  than,  willful
violation of a statute as in Ratzlaf… By contrast, in the Medicare anti-kickback statute,
the word ‘willfully’ modifies a series of prohibited acts. Both the plain language of the



statute and respect for the traditional principle that ignorance of the law is not defense,
suggest that a heightened mens rea standard should only require proof that Dr. Jain knew
that his conduct was wrongful, rather than proof that he knew it violated a known legal
duty.146

ma. This reasoning has been followed elsewhere, and is supported as well by the legislative
history of the anti-kickback statute.146

mb.

mc. In United States v. Davis, 147 the defendant appealed his conviction on one count
of conspiracy to pay kickbacks and two counts of payment or kickbacks in violation of §l320a-
7b. In that case, Davis and a co-conspirator offered "not only cash in exchange for Medicare
referrals but also offered referring physicians the use of condominiums in Florida.''148 On appeal,
Davis asserted that the district court had failed to instruct that that §1320a-7b had a "heightened
scienter requirement" as identified in Hanlester.  Although the Fifth Circuit neither followed nor
rejected Hanlester,  it  identified in some respects what it  perceived as a misperception of the
Hanlester holding. Hanlester has been widely interpreted by many in the defense and health care
bar to require that the prosecution prove that the charged payer (or payee)  specifically  intended
to  violate  the  anti  -kickback  statute  with  the  payment  for  the  referral.149 The  Fifth  Circuit
concluded, however, that Hanlester  required  "knowledge  only that the conduct in question was
unlawful,  and  not  necessarily  knowledge  of  which  particular  statute  makes  the  conduct
unlawful,"150 and affirmed  Davis' conviction.

md.

me. In Bryan v.  United States, 151 the Supreme Court considered the meaning of the
term ‘willfully" is used in 18 U.S.C §924(a)(1)(D). In that case, the appellant engaged in the
business of selling (or dealing in) firearms without a license; his conduct included using straw
purchasers to buy guns and promising them that he would file off the serial number off the gun.
The defendant was charged with ''willfully violating §922(a)(I)(A) by engaging in the business of
dealing in firearms without a license; there was "no evidence that the defendant was aware of the
federal law that prohibits dealing in firearms

mf. ____________
mg. 145 Jain. 93 F.3d at 441.
mh. 146  See, e.g., Neufeld, 908 F. Supp. At 495-97 (nothing about the legislative history of the anti-

kickback statute supports a different interpretation for the term “willfully” than the one used in ordinary criminal
statutes); Medical Dev. Network Inc. v. Professional Respiratory Care/ Home Med. Equip. Servs. Inc., 673 So. 2d
565, 567 (Fla. Dist. Ct. App., 4th Dist. 1996) (‘The Anti-Kickback Statute is directed at punishment for those who
perform specific acts and does not require that one engage in  prohibited conduct with the specific intent to violate
the statute.”).

mi. 147 132 F.3d 1092 (5th Cir. 1998).
mj.  148 Id. At 1095. 
mk. 149 See supra note 139. 
ml.  150 Davis, 132 F.3d at 1094.
mm.  151 524 U.S. 184, 189 (1998).

mn. without a federal license."152 On appeal from his conviction, the defendant asserted error
in the trial court's failure to charge the jury that he “could be convicted only if he knew of
the federal licensing requirement." 153



mo.

mp. The Supreme Court rejected this argument.  First, the Supreme Court held that
"unless the text of the statute dictates a different result, the term 'knowingly'  merely requires
proof of knowledge of the facts that constitute the offense.”154 Second, the Court held that the
term “'willfully," although requiring proof that the defendant "acted with an evil-meaning mind,"
does not “carve out an exception to the traditional rule that ignorance of the law is no excuse;
knowledge that the conduct is unlawful is all that is required."155  The Supreme Court found that
this evidence was  sufficient  to  prove  that  the  defendant  engaged i n the business of selling fi
rearms without  a license and  that  the defendant  knew  that  his  conduct  was  unlawful.156

mq.

mr. Although  obviously  dealing  with  different  crimes-the  firearms  statute  and the
anti-kickback statute-where the  use  of  the terms  "knowingly"  and "willfully"  are  concerned,
these statutes are similar. Each statute requires knowing conduct: that the defendant engage i n or
have knowledge of the facts that constitute the offense (i.e., deal in firearms without a license or
pay remuneration in exchange for or to induce a referral). Similarly, each statute requires willful
conduct  (i.e.,  willfully  selling firearms without  a license or willfully  paying remuneration  in
exchange for or to induce a referral).  Neither statute requires on its face that the government
prove that the defendant engaged in the conduct knowing of the statutory prohibition (i.e., not to
sell firearms without a license, or not to pay remuneration in exchange for or to induce a referral)
with the specific intent to do that thing that the law forbids (i.e., the holding of Hanlester). Given
this precedent regarding the meaning of the terms "knowing" and "willful," it seems clear that
Hanlester’ s holding-that the government must prove that the defendant both knew of the anti-
kickback statute and specifically intended to violate it-has been limited by the ruling in Bryan.

ms.

mt. 2.  United States v. Starks
mu.

mv. In United States "· Starks, 157 an anti-kickback statute prosecution, the Eleventh
Circuit  approved a jury instruction  regarding willfulness  that  was “strikingly similar"  to  the
instruction approved by the Supreme Court in Bryan v. United States.  158 After nothing that the
anti-kickback statute did not “constitute a special exception" to the traditional rule that ignorance
of the law is no excuse, the court observed that the payment of kickbacks for medical referrals is
conduct clearly alum in se:

mw. _______________

mx. 152 Id. at 190.
my. 153Id. The trial court had instructed, in defining “willfully,” that “the person need not to be aware

of the specific law or rule that his conduct may be violating. But he must act with the intent to do something that the
law forbids." Id.

mz. 154Id at 193.
na. 155'Id. at 196.
nb. 156Id. at 189 ([w]hy else would he make use of straw purchasers and assure them that he would

shave the serial numbers off the gun?").
nc. 157157 F.3d 833. 837-40 (11th Cir. 1998).
nd. 158524 U.S.  l84 (1998).

ne. Section 1320a-7b is not a highly technical tax or financial regulation that poses a
danger of ensnaring persons engaged in apparently innocent conduct. Indeed, the giving



or taking of kickbacks for medical referrals is hardly the sort of activity a person might
expect to be legal; compared to the licensing provisions that the Bryan Court considered,
such kickbacks are clearly malum in se, rather than malum prohibitum.159

nf. At this point, CLIENT can expect that enforcement of the statute, as regards the criminal
intent that must be proven at trial, will follow the law as enunciated in Starks.

ng. E. “Directly or Indirectly” and “Overtly or Covertly"

nh. Prohibited    remuneration    may   be made  either  “directly  or  indirectly”  or
“overtly or covertly." Neither phrase is defined in the statute.  The phrase "directly or indirectly”
is used commonly in federal criminal statutes, almost always without definition.160 The phrase
“overtly or covertly” appears only in the anti-kickback statute161 and in the Stark laws. 162

ni.

nj. Although  without  express  definition,  the  phrases  should  be  construed  as
expanding the reach of §l 320a-7b's prohibitions.163 At least two of the exceptions set forth in the
statute to prohibited remunerations-discounts164 and waivers of coinsurance165-do not involve the
"transfer"  of  money to the refer ring entity.  The inclusion of these exceptions  by Congress,
coupled with the use of the phrases "directly or indirectly" and "overtly or covertly" should be
considered by counsel  and the courts  as  reflections  of  congressional  intent  that  the criminal
prohibitions of the statute be construed broadly to include all forms of remuneration designed to
influence referrals.166

nk.

nl. IV. THE EXCEPTIONS TO THE ANTI-KICKBACK STATUTE
PROHIBITIONS A ND THE SAFE HARBOR REGULATIONS

nm. Title  42 of the U.S. Code, §1320a-7b(b),  as enacted by Congress,  contains  in
subpart (b)(3) five specific statutory exceptions to the enumerated prohibitions

nn.
no.
np. ______________

nq. 159Starks, 157 F.3d at 838.
nr. 160For uses of  the phrase  "directly or  indirectly,"  see.  e.g.,  18 U.S.C. §201, §794, §982(a)(2),

§1006 & §1962(a).
ns. 16142 U.S.C. § 1320a-7b.
nt. 162 42 U.S.C.  §1395nn.
nu. 163See, e.g.,  United States v. Shaw, 106 F. Supp. 2d 103, 114 (D. Mass. 2000) ("the Statutory

exception for discount demonstrates that Congress prohibited transactions where there is no direct payment at all
from the party receiving the referrals. The remuneration in a discount is merely a lowered price that a purchaser
would   otherwise obtain   from a seller, which   is made as an   inducement to purchase larger quantities.").

nv. 16442 U.S.C. §1320a-7b(b)(3)(A).
nw. 16542 U.S.C. §1320a-7b(b)(3)(D).
nx. 166Shaw,  106 F.  Supp.  2d at  114;  56 Fed.  Reg.  35,952,  35,957 (1991)  ("Congress’s  intent  in

placing the term ‘remuneration ' in the statute in 1977 was to cover the transferring of anything of   value   in any
form or manner whatsoever.").

ny. in subparts (b)(I) and (b)(2). That statute also provides that the prohibitions in subparts
(b)(I) and (b)(2) shall not apply to ''any payment practice specified by the Secretary in



regulations promulgated pursuant to §14(a) of the Medicare and Medicaid Patient and
Program Protection Act of 1987."167 As of May 22, 2000, the Secretary had issued 21
"exceptions" or safe harbors to the criminal prohibitions of § 1320a-7b(b).  168 On that
date, the Secretary issued a Notice of Proposed Rulemaking, setting forth a new proposed
twenty-second safe  harbor  regarding  ambulance  restocking.  Payment  practices  falling
within either the statutory exceptions or the regulatory safe harbors are protected from
criminal prosecution.169

nz.

oa. As noted previously, in addition to the criminal prohibitions regarding referrals
set forth in the anti-kickback statute, there are civil prohibitions regarding referrals set forth in 42
U.S.C. § 1395nn(a), the so-called Stark Law.170 The Stark prohibitions on referral activities apply
only to physician providers. 171 Subparts (b), (c), (d), and (e) of §1395nn set forth 18 exceptions,
or safe harbors, to the subpart (a) referral prohibitions; necessarily, these safe harbors also shelter
from civil sanctions the protected conduct of physician-providers only.172

ob.

oc. There is, as concerns §1320a-7b(b) and its criminal referral prohibitions, overlap
between the statutory exceptions adopted by Congress and the safe harbors promulgated by the
Secretary.   There  is  also  overlap  between  those  except  ions  and  safe  harbors  and  the
exceptions/safe harbors to the Stark civil referral prohibitions set forth i n §1395nn. The areas of
overlapping exceptions and safe harbors are described in detail in Table 6.1.

od.

oe. As demonstrated in the discussions regarding the specific statutory exceptions and
the  regulatory  safe  harbors  for  both  statutes,  where  the  three  overlap,  there  are  differences.
Sometimes, these differences are substantial. These differences pose special challenges for the
practitioner,  as well as for federal courts whose task is interpreting and applying the various
prohibitions  and  exceptions/  safe  harbors. 173 Application  can  occur  in  many  circumstances,
including: (1)

of. _____________
og. 16742 U.S.C. § 1320a-7b(b)(3)(E). The Secretary’s “charge from Congress . . .  [was] to clarify

what payment practices will not subject a person to criminal prosecution or exclusion from the Medicare or State
Health Care programs." 56 Fed. Reg. 35,952, 35,957 (1991). As noted by the OIG. "'Congress intended that the
regulations setting forth various safe harbors would be periodically updated to reflect changing business practices
and technologies in the health care industry." 64 Fed. Reg. 63,504, 63,504 (1999). See also United States v.  Shaw.
106 F. Supp. 2d at 112 ("By granting the Department of Health and Human Services ‘the authority to protect certain
arrangements and payment practices under the anti-kickback statute, Congress intended   the   regulations to be
evolving rules that   would   he   updated   periodically   to reflect changing business practices   and technologies in
the health   care industry.”).

oh. 16865 Fed.  Reg.  32,060. 32,065 (2000).
oi. 16942 U.S.C.  §  1320a-7b(h)(3);  42  C.F.R.  §  1001.952.  See  also  Feldstein  v.  Nah Community

Health Servs., 51 F.  Supp.  2d 673, 681 (E.D. N.C.  1999).
oj. 170This subject   is discussed in detail   in Chapter 7.
ok. 171In contrast, the referral prohibitions set forth in §1320a-7b(b) apply to all providers of any items

or services to beneficiaries or federal health care benefit programs.
ol. 172With  some  limited  exceptions  (e.g.,  the  reporting  requirement  on  entities,  regarding  their

ownership), no one else need be sheltered from the Stark prohibitions.
om. 173'The  OIG,  in  promulgating two new safe  harbors  related  to  risk sharing,  noted  the overlap

between those new safe harbors and one earlier safe harbor also issued by the office, with the



on. when a client seeks legal counsel regarding the merits of a proposed transaction; (2) when
a  client,  doing  its  due  diligence  prior  to  acquiring  a   business   (or   after  such  an
acquisition,  in  reviewing the  acquired  company's  existing   contracts),   seeks  counsel
regarding the legality of an existing arrangement to which it will become (or has become)
a successor-in-interest; (3) in a criminal investigation, when a subject of the investigation
seeks to convince prosecutors  not  to  bring criminal charges because  of  the  application
of  an exception  or safe harbor; (4)  in a criminal prosecution, when a defendant charged
in the indictment  seeks shelter in an exception or safe harbor and moves to dismiss the
pending prosecution (or  appeals from a conviction);174 and  (5) in  civil  cases, when  one
party to an agreement refusing; to honor its obligation , on the ground that the bargain
previously  struck  violates a §1320a-7b(b) or §1395nn prohibition.175

oo.

op. As the OIG has stated, “[b]oth laws are directed at the problem of inappropriate
financial  incentives  influencing  medical  decision  making."176  The  anti-kickback   statute   is
criminal  and  establishes  intent-based criminal  prohibitions; in contrast,  the  Stark  Law is civil
and  prohibits certain  kinds  of transactions, without regard to intent.177 "To the extent the anti-
kickback statute and the Stark Law address the same conduct, the Stark Law acts as a structural
bar to arrangements that contain a per se conflict of interest. However, even if an arrangement
passes must under the Stark Law, it may still constitute a violation of the anti-kickback statute, if
the requisite intent to induce referrals is present."178 Because of these differences, the OIG has
declined to revise and draft the anti-kickback statute safe harbors to be consistent with the Stark
Law safe harbors.179

oq.

or. Notwithstanding  these  inconsistencies,  principles   of   statutory   construction
require that the two statutes should, to the extent  possible,  be  read  together  to give effect to
the purpose of  each statute.180 While  the  two congressional  enactments,  §§ 1320a-7b(b)  and
1395nn, and  their  statutory  exceptions  are subject to  this  rule in  pari  materia,181  those  two
congressional  mandates  and the  regulatory  safe  harbors  promulgated  by  HHS are not
necessarily subject to that rule. Nonetheless, the better rule for practitioners and courts to follow
would be to interpret all of the referral prohibitions, exceptions, and safe harbors

os.

ot.

ou.

ov. _______________
ow. comment:  "We  are  soliciting  comments  on  whether  the  current  managed  care  safe  harbor  should  be

removed in light of this rulemaking so as to avoid confusion.” 64 Fed. Reg. 63,504 (1999).
ox. 174  United States v. Baystate Ambulance & Hosp. Rental Serv. Inc... 874 F.2d 20 (1st Cir. 1989);

United States v. Shaw. 106 F. Supp. 2d 103(D. Mass. 2000).
oy. 175Feldstein v. Nash Community Health Servs. Inc., 51 F. Supp. 2d 673, 681 (E.D.N .C. 1999).
oz. 17664 Fed. Reg. 63,518, 63,519 (1999).
pa. 177Id.
pb. 178Id.
pc. 179Id.
pd. 180Feldstein v. Nash Community Health Servs. Inc. 51 F. Supp. 2d 673, 687 (E.D.N.C. 1999). See

also Erlenhaugh v. United States, 409 U.S. 239. 243-44 (1972) (“The rule of in parimateria- like any canon of
statutory construction-is a reflection of practical  experience in the interpretation of statutes...  it  is but  a logical



extension of the principle that individual sections or a single statute should be constructed together, for it necessarily
assumes that whenever Congress passes a new statute, it acts aware of all pervious statutes on the same subject.”).

pe. 181Id.

pf.

pg.

a. Table 6.1. Referral Restrictions: Overlapping Exceptions and Safe Harbors

b. Safe Harbor or Exception

c. Exception  in
Criminal Referral
Statute

d. Safe
Harbor
Promulgated
to  Criminal

e. Safe
Harbor  in
Civil

f. Referral

g. Safe
Harbor
Promul
gated to

h. Discounts i. §1320a-7b(bK3)
(A)

h) k. l.
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0

p. q. §411,35
7(m)"
§411.357(0)
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D) _
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(E) ad. §1001:952(f
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§411.356(b)
§411.356(c)
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356(c)(2)
§411.356(c)
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§1395nn(e)
(3)q

be. §411..35
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ph. Ch. 6 IV. The Anti-Kickback Statute and
Related Safe Harbors 173

pi. consistently  to  the  extent  possible  so  us  to  effect  the  styled  legislative  and
regulatory purposes. I8: In  this  process,  to  the extent  that  the  two conflict,  the congressional
directives should necessarily take precedence over the conflicting administrative directives. This
book, in the remaining parts of this chapter and in Chapter 7, analyzes some of the areas of
overlap and some differences between the three sets of safe harbors.

pj.

pk. Finally,  counsel  should  consider  that  these  safe  harbors  to  the  anti-kickback
statute provide protection only from the statute and any related administrative sanctions.181 The
safe harbors are not criminal prohibitions; they are exceptions within a specific zone of criminal
activity. These “safe harbors do not apply to other laws, such as State licensure laws, antitrust
laws,  or  other  Federal  and  State  health  care  fraud  laws.”184 Parties  that  carefully  design  a
transaction to fully comply with a specific safe harbor, and thereafter use that transaction as
structured to defraud a health insurance entity, state, federal or private, and its beneficiaries, may
still be prosecuted for that scheme to defraud, without regard to the applicability of the safe
harbor.

pl.

pm. The OIG has imposed, over some objections, a requirement of “strict compliance”
with each and every provision of the anti-kickback safe harbors.185

pn. We do not believe the Medicare and Medicaid programs would he properly served
if we assured protection in all instances of “substantial compliance," "technical violations,” or
“de  Minimis”  payments.  Unfortunately,  these  are  vague  concepts,  subject  to  differing
interpretations.  In  this  regulation  we  have  attempted  to  provide  bright  lines,  to  the  extent
possible, for safe harbors from government action. Our endorsement of the concepts mentioned
above  would  only  serve  to  blur  these  lines  and produce  litigation  as  to  what  “substantial,”
“technical” and "de Minimis” really mean. The OIG therefore declines to adopt these concepts.

po. For CLIENT, this means that to fall within the protection of a safe harbor, each
and every element of the safe harbor must be satisfied. If each and every element is satisfied, the
provider  is  protected  from  criminal  (and  civil)  sanctions,  as  well  as  from  administrative

cb. Table 6.1. continued

cc. Safe Harbor or Exception

cd. Exception in
Criminal
Referral
Statute

ce.Safe
Harbor
Promulgated
to  Criminal

cf. Saf
e
Ha
rb

ch. Safe  Harbor
Promulgated  to
Civil Statute

ci. Obstetrical Malpractice Insurance Subsidies cj. ck. SI 001.952(0) cl. cm.

cn. Cooperative Hospital Service Organizations co. cp. §100l.952(qi cq. cr.

cs. Referral Agreements for Specialty Services ct. cu. S1001.952< s) cv. cw.

cx. Isolated Transactions cy. cz. 95nn(e)
(6.)

db. §411.357(f)
dc. Group Practice
dd. Arrangements With a Hospital

de. df. I395nn(
e)(7) dh. §411.357(h)

di. Payments by a Physician for Certain Items
and Services

dj. dk. 95nn(e)
(8)

dm. §411.357(1)
dn. Nonmonetary Compensation up to $300 do. dp. dq. dr. §411.35700
ds. Clinical Laboratory Services dt. du. dv. dw. §411.355(d)
dx. Academic Medical Centers dy. dz. ea. eb. §411.355(e)
ec. Implants in Ambulatory Surgical Centers ed. ee. ef. eg. §411.355(f)
eh. EPO and Other Dialysis-Related Outpatient

Prescription Drugs
ei. ej. ek. el. S411.355(g)

em. Preventive Screening Tests. Immunizations,
and Vaccines

en. eo. ep. eq. §411.355(h)
er. Eyeglasses  and  Contact  Lenses  Following

Cataract Surgery
es. et. eu. ev. S411 3550)

ew.



exclusion from the Medicare and Medicaid programs. If CLIENT’s conduct were to deviate in
some respects from the safe harbor requirements, this deviation does not necessarily mean that
the conduct will be subject to criminal or civil sanctions; rather, the deviation means only that

pp. 181 Sec, e.g. United States v. Shaw, 106 F. Supp. 2d 103. 1 13 (D. Mass. 2000) (” |AJs one of the
safe-harbor provisions is a ‘discount safe harbor’, it is reasonable that a court charged with the task of interpreting
and applying the statutory 'discount exception’ would look to the regulatory agency’s implementation of its own
"discount sale harbor’ provision as guidance for how a ‘discount’ generally, might provide shelter from the criminal
penalties under the anti-kick- back statute.”). Hut. as cautioned in Slmw, "[flhis does not mean that what the OIG
says in ns promulgated regulations about discounts is controlling on how the word 'discount' is n> be interpreted
and applied in the statutory discount exception. It means only that when interpreting the 'discount except ion' a court
is wise to eoasidet those discounting arrangements the regulators agency, charged with aiding the implementation of.
and the corporate  compliance  with the statute,  considers  mm-fraudulent  and nun-abusive under the sale-harbor
provisions promulgated under the authority granted by its congress." Id,

pq. 182'See 64 Fed. Reg. 63,504, 63,506 (1999).

pr.183 ld.

ps.I84 56 Fed. Reg. 35.952. 35,953 (1991).

pt. 185 56 Fed. Reg 35.952, 35,954 (1991).

pu.

pv.

pw. the  automatic  protection  is  not  applicable  and  the  conduct  must  be  scrutinized  to
determine whether it runs afoul of the statutory criminal and civil prohibitions.187 The
following sections present the safe harbors that are in effect currently.

px.

py. A.  Discounts
pz.

qa. 1. In General
qb.

qc. Perhaps  the  most  complicated  safe  harbor,  and  the  one  most  riddled  with
exceptions, is the one that pertains to discounts.

qd.

qe. A discount is by design a price reduction designed to induce a purchase; where
the item or good discounted is covered by a federal health care program, absent a safe harbor, the
discount would violate the antikickback statute.188

qf.

qg. The practice of discounting, or otherwise reducing, the price paid to a provider
under a federal health care program does not violate the anti-kickback statute if the ''reduction in



price is properly disclosed" or "appropriately reflected" in the "costs claimed or charges made by
the provider or entity."189 "[T]his regulation has been designed to permit individuals and entities
to freely engage in business practices and arrangements that encourage competition, innovation
and economy."190

qh.

qi. For the discount to be exempt from criminal liability, however, the cost benefit of
the discount must “endure to the benefit of Medicare and Medicaid and of their beneficiaries."  191

''Congress intended only to protect discounts that could fairly benefit the Federal health care
programs." 192 As stated by one federal court:

qj. ______________
qk. 187See 64 Fed. Reg. 63,518, 63, 519 (1999) ("The anti-kickback statute . . . establishes an intent-

based criminal prohibition with optional statutory and regulatory ‘safe harbors’ that do not purport to define the full
range or lawful activity.  Rather, the safe harbors provide a means of assuring that payment practices are not illegal.
Payment practice that do not fully comply with a safe harbor may still be lawful i f no purpose or the payment
practice is to induce referrals of Federal health care program business.)  In a nutshell by the court in United States v.
Shaw, 106 F. Supp. 2d 103, 113 (D. Mass. 2000), the fundamental analysis required of a trier of fact is to "recognize
that the substance rather than simply the form of the transaction should be controlling.”  See also 56 Fed.  Reg.
35,952, 35,957 (citing 123 Cong. Rec.  30,280 (1977)).

ql. 188Shawn, at 111 ("From the inception of these amendments to the Social Security Act, then a
tension exited between what the anti-kickback statute defined as illegal  remuneration and the common business
practice of offering discount in order to increase sales.").

qm. 18942 U.S.C. §1320a-7b(b)(3)(A). The phrases “properly disclosed" and "appropriately reflected"
in the "'cost, claimed or charges made by the provider" are not defined. Although some providers submit cost reports
to Medicare,  others do not.  The latter phrase has clear application only to provider who submit cost reports to
Medicare. The former phrase would appear to pertain to all providers, albeit neither the mechanism by which the
discount must be properly disclosed nor the manner of disclosure is clear.

qn. 19056 Fed.  Reg.  35,952, 35,983 (1991).
qo. 191 Shaw,  at  115;  see  also  H.R.  Rep.  No.  95-393.  pt.  2,  at  54  (1977),  reprinted  in  1997

U.S.C.C.A.N.  3039, 3056 (the reason for excluding discounts from the criminal   prohibitions of the anti-kickback
act were to "encourage  providers  to seek discounts as a good business practice which   results in   savings to
Medicare   and   Medicaid   program cost”).

qp. 19264 Fed.  Reg.  63,518, 63,529 (1999).   See also 54 Fed. Reg.  3,092 (1989) (this provision
“manifests  congressional  intent  to  encourage  price  competition  that  benefits  the  Medicare  and  Medicaid
programs.").

qq.

qr. |Tube discount  exception makes good sense.  The statute  was passed to curtail
fraud and abuse in Medicare and Medicaid reporting, in particular, it was passed to prevent
health care service and good suppliers and providers from depriving the federal and state
health care subsidy system of the benefits that a free market for health care services and
goods can  provide.  By allowing for  suppliers  and providers  of  health  care  service  and
goods to compete with one another in limited forms, the statute strikes a balance: on the
one hand, it provides for some of the benefits of a market economy by encouraging limited
forms of price competition: on the other hand, it deters and penalizes other types of conduct
that would lower the cost of some health care services and goods for some suppliers and
providers but would not pass on that lowered cost to the federal and state health systems or
to its patients.193

qs. 42 U.S.C.  §1320a-7b(b)O)  (A)  does  not  define  the  phrase  "discount  or  other
reduction in  price."  Those terms are defined in a safe harbor regulation promulgated by the
Secretary pursuant to its authority in § 1320a-7h(b)(3)(E).194  The scope of the regulatory safe
harbor and the statutory scope of the exception for discounts are not identical. Interpretation of
each should not be done wholly without regard to the other, although the terms of the regulatory



safe harbor cannot be construed as controlling the intent of Congress in previously enacting the
discount exception.195

qt. As defined in the regulation, the term “discount” includes the following:

qu. [A]  reduction  in  (the  amount  a  buyer  (who buys  either  directly  or  through a
wholesaler or a group purchasing organization) is charged for an item or service based on
an amiss-length transaction.196

qv. The term “discount” excludes the following:

1. cash payments;197

2. “supplying one good or service without charge or at a reduced charge in exchange for
any agreement  to buy a different  good or service,  unless the goods and services are
reimbursed by the same Federal health care program using the same methodology and
the reduced charge is fully disclosed to the Federal health care program and accurately
reflected where appropriate, and as appropriate, to the reimbursement methodology”;198

qw.

qx.

qy. 193Shaw, at 115.
qz. 194See 42 C.F.R. § 1001.952(h).
ra.195Shaw, ill  113.  See also Jusino  Mercado  v.  Commonwealth  of  P.R.,  214  F.3J  34  (1 st Cir.  2000)

(statute's meaning should he arrived at not only by a consideration of the words themselves, but by considering, as
well, the context, the purposes of the law, and the circumstances under which the words were employed).

rb. I9642 C.FR. S1001452(h)(5).
rc.19742 C.F.R. t?l00l.952(h)(5)(i).

rd. 19842 C.F.R. §1001.952(h)(5)(ii). See 50 Fed. Reg. 35,952. 35.978 (1991) Congress did not intend
to include this provision in the practice of a seller giving assay, or reducing the price of. one good in connection with
the purchase of a different good. Such arrangements, for the most pari, do not represent price reductions where the
value of the goods received can be measured and fully reported to the Medicare and Medicaid programs.").

re.
rf.

3. a price reduction for payers other than Medicare or a state health care programs;199

4. a  routine  reduction  or  waiver  of  a  coinsurance  or  deductible  amount  owned  by  a
Medicare program beneficiary;200

5. warranties;201

6. “services provided in accordance with a personal or management service contract”,202and
7. “other remuneration in cash or in kind not explicitly described in this paragraph.”203

rg.

rh. Note that each of the regulatory exceptions to the term “discount” are items that can be
classified as kickbacks;  indeed,  the OIG has opined that  waiver  of copayments  does,
under certain circumstance, constitute prohibited remuneration.204

ri.

rj. The term “discount” as set forth in the regulation has evolved over time.205  This
reflects an effort by the OIG to “encourage a broad range of commercial transactions in a



changing  marketplace  while  at  the  same  time  monitoring  the  structure  of  those
transaction for potential fraud and abuse.”206

rk.

rl. 2. Restrictions
rm.

rn. a. Restrictions on the Statutory Exception 
ro.

rp. As set forth in the statutory exception, the discount must be “properly disclosed
and appropriately reflected in the costs claimed or charges made by the provider or entity
under a Federal health care program.” This phrase raises the question, what is proper
disclosure and/or make that disclosure? 

rq.     The Statute “requires disclosure and reflection of the costs incurred in order to
satisfy  the  purpose  of  the  statute-  to  pass  on  the  benefits  of  the  price  reduction  to
Medicare or Medicaid.”207 Construed in this manner, proper disclosure would necessarily
involve a communication to the relevant federal health care program sufficient to allow
that  program to benefit  from the costs  savings gained through the “discount or other
reduction in price.”208 At least

rr.

rs.

rt. ________
ru. 19942 C.F.R. §1001, 952(h)(3)(iii).  See 56 Fed.  Reg.  35,952, 35,977 (1991)(“[W]e believe that

Congress  did not intend for  this discount exception to apply to price reductions offered to on payer  but not to
Medicare or Medicaid.”).

rv. 200 42 C.F.R. §1001.952(h)(3)(iv).
rw. 20142 C.F.R. §1001.952(h)(3)(v)
rx. 20242 C.F.R. §1001.952(h)(3)(vi).
ry. 203 42 C.F.R. §1001.952(h)(3)(vii).

rz. 204 See e.g., U.S. Dep’t of Health & Human Serv., Office of Inspector Gen. (HHS OIG) Advisory
Op. No. 97-4 (Sept. 25, 1997) (waiver of copay) (discussed in Chapter 8, Section III.B.4). Compare also HHS OIG
Advisory Op. No. 98-2 (Apr. 8, 1998) (generic drug manufacture’s pricing discount program)(discussed in Chapter
8, Section III.D.4). 

sa. 205 United States v. Shaw, 106 F. Supp. 2d 103, at 115-17 (D. Mass. 2000)
sb. 206Id. at 117
sc. 207Id. at 119.
sd. 208 Id. at 118-19 (“Whether disclosures are “proper” and “appropriate” as the statute requires, will

depend on the details of the transactions as proved at trial and under appropriately fashioned 

se. one court  has determined that  this  obligation of proper disclosure rests with both the
buyer-provider and the seller-supplier.209 This interpretation of the statutory exceptions is
consistent with the statutory prohibition against not only buyer-providers in soliciting
remuneration, but also against seller-suppliers in offering remuneration, for the referral of
business. 

sf.

sg. b. Restriction on the Regulatory Safe Harbor

sh. The regulatory safe harbor for discounts differ substantially from the statutory
exclusion.210  The regulatory safe harbor imposes different obligations on the buyer and
the seller: Those obligations differ from the obligations imposed on those parties by the
statutory exclusion. 



si. Buyers  are  broken  down  into  three  categories,  each  whom  has  different
obligations.  If the buyer  is an HMO or competitive medical plan,  the buyer  need not
report the discount, unless its risk contact requires otherwise.211  If the buyer is an entity
that submits cost reports to HHS, or to any state health care program, the buyer must
comply with the following:

1. The discount must be earned based on purchases of the same good or service bought
within a single fiscal year,212

2. The buyer must claim on its cost report the benefit of the discount in the year earned, or
the following year,213

3. The buyer must “fully and accurately” report the discount in the cost report;214 and

4. The buyer must provide, if requested, information provided to it by the seller about the
discount.215

sj. If the buyer is an entity “in those name a claim or request for payment is submitted for
the discounted items” to Medicare or a state health care program, then the buyer must
comply with the following:

1. The discount must be made at the time of the sale, or the term of the rebate must be fixed
and  disclosed  in  writing  to  the  buyer  at  the  time  of  the  initial  sale  of  the  good  or
service;216 and

sk.

sl.

sm.

sn.

so. ________________
sp. instruction to the jury about the law they are apply so as to understand the question of fact they are to

decide.”).
sq. 209Id. In that case,  the district court evaluated the statutory construction and concluded that the

phrase “charges made by the . . . entity" refers to the “costs charged to the buyer-provider by the seller-
supplier."  Id.  at  120.  Given  this  analysis,  the  court  concluded  that  both  “buyer  provides  and  seller-
suppliers" must make the required disclosure “in order to avoid criminal liability." Id.
sr. 210The inspector general has stated that the regulatory safe harbor “both incorporates and enlarges

upon the statutory exception."  64 Fed.  Reg.  63, 518, 63,528 (1999).
ss. 21142 C.F.R. § 100l.952(h)(1)(i).
st. 212 42 C.F.R. § 100l.952(h)(1)(i)(A).
su. 213'42 C.F.R. § 100l.952(h)(1)(ii)(B).
sv. 21442 C.F.R. § 100l.952(h)(1)(ii)(C).
sw. 21542 C.F.R. § 100l.952(h)(1)(ii)(D).
sx. 21642 C.F.R. § 100l.952(h)(1)(iii)(A).

2. the buyer must provide, upon request, information provided to it by the seller about
the discount.217

sy.

sz. Obligation on the part of the seller vary depending on the type of buyer receiving
the discount. If buyer is an HMO or competitive medical plan, the seller “needs not report the
discount to the buyer for purpose of this provision.”218 If the buyer is an entity that submits cost
reports, then the seller must comply with either of the following:

ta.



1. Disclose fully and accurately, on the invoice, coupon, or statement given to the buyer, the
discount; inform the buyer “in a manner reasonably calculated to given notice” of its
obligation to report the discount; and refrain from doing anything “that would impede
they buyer from meeting” its reporting obligations;219 or

2. where the value of the discount is not known at the time of the sale, fully and accurately
report the existence of a discount program "in a manner reasonably calculated to give
notice" of its obligation to report the discount; when the value of the discount becomes
known,  provide  the  buyer  with  documentation  of  the  calculation  of  the  discount
(identifying the goods and services to which the discount applies) and refrain from doing
anything "that would impede the buyer from meeting" its reporting obligations.220

tb.

tc. For  all  other  buyers,  the  seller's  obligation  depends  on  whether  it  submits claims
for reimbursement on behalf  of the  buyer.221  If it does, then  the  seller  must fully and
accurately report the discount.222 lf  the buyer  submits its own claim, then the seller must
fully and accurately rcpol1 the  discount  on  the invoice, coupon, or statement given to
the buyer, inform the buyer ''in a manner reasonably calculated to give  notice" of  its
obligation  to  report  the  discount,  and  refrain  from  doing  anything  "that  would
impede  the  buyer  from  meeting" its reporting obligations.223

td.

te. The obligation on the seller stemming from the phrase “refrain from impeding” is
not further explained in the safe harbor. As clarified by the inspector general, this standard "'is to
make clear that a seller will only be protected by the safe harbor if it is not complicit in a buyer 's
noncompliance  with  its  obligations  to  report  discounts  accurately  to  the  Federal  health  care
programs."224

tf.

tg. In addition to these obligations on a seller, there are similar obligations imposed
on an offeror.225

th.

ti. ____________________
tj. 21742 C.F.R. §1001, 952(h)(1)(iii)(B).
tk. 21842 C.F.R. §1001, 952(h)(2)(i).
tl. 21942 C.F.R. §1001,952(h)(2)(ii)(A).
tm. 22042 C.F.R. § 1001, 952(h)(2)(ii)(B).
tn. 22142 C.F.R. § 1001, 952(h)(2)(iii).
to. 22242  C.F.R.  §1001,  952(h)(2)(iii)(A).  It  should  be  noted  that  this  section  of  the  safe  harbor

apparently erroneously refers to the wrong corresponding subpart of the sale harbor.
tp. 22342 C.F.R. §1001, 952(h)(2)(iii)(H).
tq. 22464 Feel Reg. 63,518, 63,529 (1999).
tr. 225An offeror is defined as someone who is not a seller, but is one who "promotes the purchase of

an item or service by a buyer… at a reduced price." 42 C.F.R. §1001, 952(h)(3).

ts. Thus  the  device  manufacturer  may  provide  a  volume  discount  to  a  physician
practice as an inducement to that practice to purchase a larger volume of devices paid for by
Medicare, as long as the discount is reflected in a reduction of the charges by the physician
practice to its patients insured under federal health care programs.226 Similarly,  an equipment
manufacturer (e.g., a heart catheter supplier) may provide a volume discount to a hospital to
encourage the hospital to purchase more or all of its equipment from the manufacture as long as
the hospital, on its annual cost report to the Medicare program, accurately reflects the discount
obtained.  The  competitive  act  of  discounting  is  protected  by  the  safe  harbor;  where  the



recipient227 of the discount fails to identify the full amount of the discount and to pass along those
cost savings to the Medicare program, the conduct falls outside the safe harbor.

tt. 3. Practice Pointers

tu. Given the intended natural effect of a discount or reduction in price- to encourage
the referral of business- and the difference between the regulatory safe harbor and the
statutory exception, discounts must be carefully analyzed by counsel. Transaction counsel
should cautious clients like CLIENT who would offer a volume or other discount to a
buyer-provider.  Failure  to  make  such  disclosure,  especially  where  coupled  with  any
conduct  by  the  seller-supplier  designed  to  discourage  the  buyer-  provider  from
discharging its independent obligation to make proper disclosure, will be factors that may
argue in favor of criminal prosecution.228     

tv.

tw.

tx.

ty.

tz.

ua.

ub.

uc.

ud.

ue.

uf. ______________________
ug. The offeror’s obligation is set forth in 42 C.F.R. §1001, 952(h)(3)(i)-(iii). See also 64 Fed. Reg. 63,528

(1999). As explained by the inspector general in announcing final rule changes to the discount and other
safe harbors, an offeror may be an individual or entity that provides a discount on an item or service to a
buyer, but that is not the seller of the item or service. For example, any pharmaceutical manufacturers sell
some  or  all  of  their  product  through  wholesaler,  which,  in  turn,  sell  the  product  to  hospitals,  retail
pharmacies, HMOs, and other providers. A manufacturer may offer a discount from the wholesaler to the
retailer. For purposes of the regulation, the manufacturer would be the “offeror” the wholesaler the “seller,”
and the retailer the “buyer.”
uh. 226See 56 Fed. Reg. 35,952, 35,981 (1991) (“[W]here surgeon performs cataracts surgery in his or

her office and implants an intraocular lens (IOL), the surgeon must report any discount receive on the price of the
IOL.”)

ui. 227 The safe harbor applies where the recipient as noted is a cost-based participant in the Medicare
or Medicaid programs. Where the participant is charge-based participant, the OIG dropped from the discount safe
harbor a requirement that the provider pass along to the programs the full value of the discount. 56 Fed. Reg. 35,952,
35,979 (1991) (“Although we continued to believe the individuals and entities have an obligation to pass along the
Medicare and Medicaid programs the value of discounts they receive, we believe that the actual savings that would
result from requiring such charge reduction would be offset by the cost of enforcement.”)

uj. 228  Compare HHS OIG Advisory Op. No. 98-2 (Apr. 8, 1998) (discussed in Chapter 8, Section
III.D.4.). In that proposed arrangement, in exchange for the discount from the manufacture, the drug wholesalers,
who themselves  did not participate in any state  or  federal  health  care  programs,  were  required  to promote the
manufacture’s drug to entities that did participate in such programs. In such case, the manufacture is paying money
(the discount off of its

uk. It must be remembered by counsel that both the statutory exclusion and the safe
harbor relative to discounts do not define criminal activity; they imply define protected activity.
Discounting conduct fulfilling all of the requirements of either safe harbor will be shielded from
prosecution. As noted by the inspector general in enacting the present form of the discount safe
harbor "it is our intention in these regulations to ensure that the only discounts protected are
those  where  the  Federal  programs  receives  such  benefit.''229  Discount  activity  that  does  not



include conduct meeting all of the requirements of either safe harbor is not necessarily criminal;
that analysis will depend on the intent of the seller and buyer. Discounting that is indicative or an
intent by the seller to induce purchase by the buyer coupled with a conduct that reflects an intent
that  the  buyer  not  pass  that  discount  along to the  affected  federal  health  care program will
support the conclusion that the seller and buyer intended the discount as an inducement for the
referral of such business, in violation of the antikickback statute.

ul. Where a prosecutor is considering whether to criminally charge parties engaged in
a discounting relationship that fits the requirements of §1320a-7b(b) but does not fall within a
safe harbor exception, that the discounting practice in fact resulted in cost saving to patients and
their insurers will weigh strongly against prosecution.230

um. B.  Employee Bonuses

un. This safe harbor allows an employer  to pay an employee  with whom it  has a
"bona fide employment relationship" "any amount" for “employment in the provision of covered
items  or  services.”231Thus,  a  heart  catheter  manufacturer  may  pay  bonuses  or  meeting  or
exceeding  sales  targets  to  its  employee sales  representatives.  Absent  this  safe  harbor,  these
payments  would clearly run afoul  of  the anti-kickback statute232 (the bonus payments  to  the
manufacture’s sales representatives are clearly designed to induce the sales representatives to sell
more of a product that is paid for by Medicare).

uo. Such excepted  payments  must  be made,  however,  to  an employee;  the statute
pointedly does not except payments to independently contractors, whole sales distributor, and so
forth  (although  such  payments  may  qualify  as  excepted  “discount,”  they  must  be  properly
disclosed and “appropriately reflected” in the charges made by the provider).

up. Indeed, there have been prosecutions of independent contractors who have been
paid bonuses-in the nature of bounties-for finding and referring patients

uq.

ur.

us.

ut.

uu.

uv. ____________________
uw. normal prices) to a wholesaler to recommend its drug (through the promotion programs) to buyers who do

participate in the federal and state health care program, thus triggering applicability of 42 U.S.C. §1320a-
7b.
ux. 22964 Fed. Reg. 63.518. 63.529 (1999).
uy. 230See HHS OIG Advisory Op. No. 98-2 (Apr. 8, 1998) (discussed in Chapter 8. Section III.D.4)
uz. 23142 U.S.C. §1320a-7b(b)(3)(R). See also 42 C.F.R §1001.952(i) (the use of the term "employee”

is set synonymous with the use of the term in Internal Revenue Code provision at 26 U.S.C. §3132(d)(2)).
va. 23242 U.S.C. § 1320a-7b(b)(l) & (2).

vb. to particular providers.233 What distinguishes these types of cases from the routine anti-
kickback statute case is that the "finder" of the patient typically does not exercise the
same degree of control over referrals of the patient as does, for example, the patient's
physician. 
vc. The absence of safe harbor protection for the independent contractor relationship

is a factor that must be considered by the practitioner in the representation of a physician-client



who wishes  to  enter  into  an employer— employee  relationship  in  a  state  that  physicians  to
remain independent contractors. In such a circumstance, the practitioner should follow closely
the requirements set forth in the safe for personal services and management contracts.234

vd.

ve. C. Payments to Group Purchasing Agent

vf. This safe harbor allows for the payment of monies to a group buyer or
contracted purchasing agent who is not an employee.235 This section of the statute except
"any amount” paid by a "vendor of goods or services" to a “person authorized to act as a
purchasing agent" for any group of individuals or entities who themselves furnish goods
and services to patients insured under a federal health care program if the   following two
exceptions apply:

vg.

1. the  purchasing  agent  has  a  “written  contract"  with  every  member  of  the  purchasing
group, which contract specifies the amount to be paid to the purchasing agent, whether as
a fixed dollar amount or as a "fixed percentage of the value of the purchases made by
each such individual or entity";236 and

2. the  purchasing  agent  discloses,  if  any  of  the  entities  in  the  purchasing  group  is  a
“provider of services” -a hospital, a rural primary care hospital, a skilled nursing facility,
a comprehensive outpatient rehabilitation facility,  a home health agency,  or a hospice
program237-to each such entity (and upon request to the Secretary of HHS) the "amount
received" from each "such vendor" with respect to purchases made by the purchasing
agent “by or on behalf of the entity."238

vh.

vi.

vj.

vk.

vl.

vm.

vn.

vo.

vp.

vq. _______________
vr. 233See, United States v. Hamparian, Cr. No. 98-10197-PBS (D. Mass. 1998). The 0IG rejected

suggestions, during comment period implementation of the Stark safe harbor, that it extend protection to so-called
independent  contractors.  “We continue  to  reject  this  approach  because  of  the  existence  of  widespread  abusive
practices by salespersons who are independent contractors and therefor, who are under appropriate supervision and
control.” 56 Fed. Reg. 35,952, 35,981 (1991). For a more detailed discussion of personal supervise and control them.
” Id. 

vs. 234See 42 C.F.R. Reg. 35.952. 35.981 (1991). For a detailed discussion of personal services and
management contracts, see infra Section IV.H.

vt. 23542 U.S.C §1320a-7b(b)(3)(C)
vu. 236 42 U.S.C §1320a-7b(b)(3)(C)(i)
vv. 23742 U.S.C §1395x(u) (definition of provider services).  “Provider of services.” As used in this

exception, does not include physicians, therapists, or other providers who do not submit cost reports to the Medicare
program.

vw. 238 42 U.S.C §1320a-7b(b)(3)(C)(ii)

vx. Similarly,  42 C.F.R. § 100l.952(j) exempts from the definition of "remuneration" "any
payment by a vendor of goods or services to a group purchasing organization (GPO)," which



GPO thereafter  furnishes  such goods or  services  to  "an individual  or  entity"  so long as  the
following conditions are met:

1. the  GPO has  a  written  agreement  with  all  of  its  vendor  members,  which  agreement
provides (i) for a fee of 3 percent or less of the purchase price of goods purchase by the
GPO from its members and sold to the individual or entity," as payment to the GPO, or
(ii) fur a fixed maximum amount of fee to be paid to the GPO by its members for goods
or services sold by the GPO;239 and

2. if the entity, which purchases from the GPO the goods and services obtained by the GPO
from its  vendor  members,  is  itself  a  health  care  provider  of  services,  the GPO must
disclose in writing to that entity all amount s it receives from each vendor ''with respect to
purchases made by or on behalf of " that health care provider.240

vy. In practice,  this  section and the underlying regulation allow, for example,  a group of
physician practices (or a number of independently owned nursing homes) to form a GPO to hire
or retain (as an independent contractor) a purchasing agent, and to pay that purchasing agent for
the purchase of a greater volume of drugs, for example, than each practice would itself need, and
thus benefit from volume discounts from the drug manufacturer or drug wholesaler. Similarly,
the regulation allows a group of sellers of, for example, orthotic supplies, to form a GPO, which
GPO can then pool the selling power of a number of smaller sellers, purchase orthotic supplies
from each of its members for a specific fee (3 percent or less), and thereafter negotiate and sell
those items to a large purchaser, such as a large hospital chain or a significant, nationwide HMO.
Note that the safe harbor requires the existence of a written contract and that it works in contract
with the requirements regarding the disclosure of discounts: If the purchasing agent obtains a
volume discount for a buying group whose members must submit cost reports to the Medicare
program, 241 then the agent must disclose that fact to the members of the group, who in turn must
disclose that discount on their  cost reports  to the federal health  care program in which they
participate.  Again, the act of discounting is not illegal; what would be prohibited for CLIENT
would be his failure to apprise Medicare of the existence of the discount.

vz. D.  Waiver of Coinsurance

wa. As structured,  almost  all  aspects of the Medicare program require  payment  of
coinsurance by the beneficiary.242 In particular, Medicare Part B requires charging a copayment
to a beneficiary who receives outpatient services. Were

wb.

wc.
wd.
we.
wf.
wg. __________
wh. 23942 C.F.R. §l001.952(j)(l)(i) & (ii).
wi. 24042 C.F.R. §1001.952(j)(2).
wj. 241 42 U.S.C. §1395x(u).
wk. 242Thc reasons for this requirement, as well as the antifraud benefits, are discussed elsewhere.
wl. See Chapter 3.

wm.a provider to waive a copayment, intending that waiver to be an inducement to a patient
to use that provider’s services in lieu of another provider, or in lieu of not purchasing the



good or service at all, such waiver of the copayment would be remuneration in violation
of the antikickback statute.243

wn.

wo.This safe harbor excepts the waivers under Medicare Part B for persons covered by the
Public Health Service.244  It defines "remuneration" as used in the anti-kickback statute not to
include "any reduction or waiver of a Medicare or a  state  health  care  program  beneficiary 's
obligation  to pay  coinsurance  or deductible amounts."245 A hospital may waive the deductibles
or  copayments owed to it for  services  provided  to  a  patient  for  which  Medicare pays under
the prospective  payment  system,246  but  for this safe harbor to apply, the hospital:

wp.

1. must  not  later  claim  the  amounts  waived  as  a  "bad  debt"  or  "otherwise  shift  the
[financial] burden of the reduction or waiver onto" anyone else;247

2. must make this offer to reduce or waive the coinsurance or deductible amount "without
regard to the reason for admission, the length of stay of the beneficiary or the diagnostic
related group" for which the hospital seeks Medicare reimbursement;248 and

3. must not make the waiver as part of a “price reduction agreement" with a third-party
payer.249

wq. In  essence,  this  safe  harbor  shields  waivers  of  copayments  or  deductibles  unless  the
hospital provides that waiver as an inducement to a patient to be discharged early, or as
an inducement to a patient to select an impatient treatment in lieu of an outpatient courses
of  treatment.  These  types  of  routine  waivers  are  not  likely  to  be  the  subject  of  a
prosecution (or even an investigation) in the absence of allegations that the waivers are
widespread and are specifically targeted to increase business or the referral of business to
the hospital involved.

wr. E.   Risk-Sharing Arrangements

ws. The prohibitions of the ant i-kickback statute potentially apply "to many managed
care arrangements because a common strategy of these arrangements

wt.

wu. ______________________
wv. 24342 U.S.C. §1320a-7b(b). See also Special Fraud Alert, 59 Fed. Reg. 242 (1994). There have

been no published opinions regarding any prosecutions that have interpreted the antikickback statute to cover such
prosecutions. As written, however and with the intent as stated, the conduct does fall within the prohibitions of the
illegal remuneration" law.

ww. 24442  U.S.C.  §1320a-7b(b)(3)(D).  42  C.F.R.  §1001.952(k)(2)  further  clarifies  this  to  include
individuals who qualify '"for subsidized services . . . under titles V or XIX of the Act to a federally qualified health
care center or other health can facility under any Public Health Services Act grant program."

wx. 24542  C.F.R.  §1001.952(k).  Again,  this  expansion  to  the  safe  harbor  applies  only  to  persons
covered by the Public Health Service.

wy. 246In  other  words,  services  for  which  the  hospital  receives  payment  pursuant  to  one  of  the
diagnosis-related groups (DRGs).

wz. 24742 C.F.R. § 100l.952(k)(l)(i).
xa. 24842 C.F.R §1001.952(k)(1)(ii).
xb. 24942  C.F.R.  §1001.952(k)(l)(iii).  This  condition  must  be  satisfied  unless;  the  price  reduction

agreement is itself part of a contract for furnishing covered care to a program beneficiary pursuant to a Medicare
supplemental policy.



xc. is to offer physicians, hospitals, and other providers increased patient volume in return
for  substantial  fee  discounts."  There  are  six  safe  harbors  related  to  risk-sharing
agreements, resulting in significant areas of overlap. Set forth in 42 U.S.C. §1320a-7(b)
(3)(F)250  is  a  narrow statutory  exception  for  such  agreements;  four  further  such  safe
harbors  for  the  criminal  referral  prohibitions  are  set  forth  in  42  C.F.R.  §1001.952,
subparts  (l),  (m),  (t),  and (u).  Similarly,  42 U.S.C. §1395nn contains  a statutory safe
harbor  for  such  arrangements  for  physicians  at  42  U.S.C.  §1395nn(b)(3).  The  five
criminal  safe harbors are discussed here; the civil  safe harbor is discussed in Section
Ill.C.3. of Chapter 7. 

xd.

1. The Statutory Exception
xe.

xf. Section  1320a-7b(b)(3)(F)  excepts  from  the  criminal  prohibitions  on  referrals
remuneration  paid  pursuant  to  a  written  agreement  between (1)  an  organization,  and (2)  an
individual or entity providing items or services (or any combination of the two), if either of the
following two conditions are satisfied.

xg.

xh. First, the exception applies if the organization is an "eligible organization under
section 1395mm” of Title 42.251

xi.

xj. Second, the exception applies if the written agreement, “through a risk sharing
arrangement":

xk.

1. places the individual or entity "at substantial financial risk,"

2. for the cost or utilization of the items or services (or any combination of the two),

3. which  the  written  agreement  obligates  the  individual  or  entity  to  provide  to  the
organization.252

xl. This exception was added to the statutory safe harbors in 1996, after the promulgation of
the  two  regulatory  safe  harbors;  there  are  for  references  to  this  safe  harbor  in  the
legislative history.253

xm. ______________
xn. 250Added by pub. L. No. 104-191, §216(a) (Aug. 21. 1996). 
xo. 25142 U.S.C. §1395mm(b) contains a lengthy of applicable organizations. Given changes made by

Congress to that section after enactment of this exception, the number of eligible organizations is quite limited. See
64 Fed. Reg. 63.504. 63.506 (1999). 

xp. 252 42  U.S.C.  §1320a-7b(b)(3)(E).  Note  that  this  restriction  limits  the  exception  only  to
arrangement  that  place  the provider  at  risk for  service  that  the provider  directly provides  to  the managed care
organization.  This  language  severely  limits  the  scope  of  the  exception:  “as  a  practical  matter,  many effective
managed care systems place the physicians at substantial risk, not for the physician services they provide directly,
but for ancillary and hospital services they order," and “the financial incentives in most managed care plans based
not  on  the  individual  physician  performance  of  a  physician,  but  on  the  aggregate  performance  of  a  group  of
physicians." 64 Fed Reg. 63,504, 63,506 (1999). These shortcoming were in part impetus for promulgation of the
two new safe harbor at 42 C.F.R. §1001.952(t) & (u). 

xq. 253H.R. Rep. No. 104-497 (I) (1996), 1996 WL. 139576 (“section 216 would add a new exception
to the anti-kickback provisions allowing remuneration between an eligible organization under section 1876 and
individual or entity providing items or service pursuant to a written agreement between the organization and the
individual or entity. Remuneration would also be allowed between an organization an individual entity if a written



agreement places the individual or entity if a written agreement places the individual or entity at substantial financial
risk for the cost or utilization of the items or services which the individual or entity is obligated to provide. The risk
arrangement may be provided through a withhold, capitation, incentive pool, per diem payment or other similar risk
arrangement.”) See also H.R. Rep. No. 104-496(1) (1996), reprinted in 1996 U.S.C.C.A.N. 1865, 1996

xr. The  reach  of  this  exception  is  quite  narrow, 254 Consequently,  HHS  has
promulgated two regulatory safe harbors that overlap with this statutory exception. In addition,
this  statutory  exception  contains  no  definition,  leaving  considerable  ambiguity  regarding  its
application.255 Those safe harbor, discussed in sections 4 and 5 of this part of this chapter, can
accordingly provide a guide to interpretation of this statutory exception.256

xs. 2. Increased Coverage, Reduced Cost-Sharing Amounts, or Reduced Premium Amounts,
or Reduce Premium Amount Offered by Health Plans to Enrollees

xt. This  safe  harbor  provides  protection  to  health  plans257 for  either  "additional
coverage of an item or service" provided to an enrollee258 or a "reduction of some or all of the
enrollee's" coinsurance, deductible and copayment obligations

xu.

xv.

xw. _____________
xx. WL 139575. In that report, the reason for this additional exception was expressed a follows: 

xy. Absent this exception nearly all managed care arrangements (except those that comply with the
current safe harbors for HMO's that contract with Medicare and Medicaid) could potentially be deemed
unlawful. This is because an essential feature of managed care is the offer of remuneration (in the form or
discounting or risk sharing a management in exchange for provider access to the health plan's enrollee
population).  Another  common  feature  of  managed  care  is  the  offer  by  health  plans  to  providers  of
incentives to encourage adherence to cost-saving measures and practice protocols. There is no assurance
that either of these (as well as other arrangements inherent in managed care) are permissible under the anti-
kickback law. In addition, without the discount exception, cost saving measures such as combined products
like procedure kits which contain all items needed to perform a specific procedure or provide a specific
treatment, and aggregate discounts for a group of products purchased, such as radiology supplies could be
prohibited. The current statute places a chilling effect even on cost saving measures because manufacturers
are steering away from . . . discounting arrangement, such as combined products and aggregate discounts
within the Medicare program for fear of acting in violation of the current statute.

xz. Compare, in the same House Report, the minority view, at page 683 (referring to this proposed exception as
an  "easily-abused  exception  under  the  anti-kickback  statute  for  care  arrangement  managed  care
arrangements").  See also S. Rep. No. l04-156 (1995). Reprinted in 1995 WL 624926.
ya. 254See  64  Fed.  Reg.  63.504.  63.506  (1999)  (“The  literal  language  or  section  216  or  HIPAA

presented several threshold problems . . .. [T]he two categories of managed care arrangements identities . . . were
narrow and did not provide protection for other managed care arrangements that the committee believed presented
similar low risks of fraud and abuse.").

yb. 255For example,  the phrase "substantial  financial  risk '"  is not  defined.  For a discussion of the
difficulties posed in determining, after enactment of the statutory exception, a meaning for this phrase for purposes
of 42 C.F.R. § l001.952 (u), see 64 Fed.  Reg. 63,504. 63,506 (1999).

yc. 256See infra Section IV.A.2.b.
yd. 257 Defined in the regulation to mean either “an entity that furnishes or arranges under agreement

with contract  health providers  for  the furnishing of  items or  services  to  enrollees"  or  an entity that  "furnishes
insurance coverage for the provision of such items and services. In exchange of a premium or fee” where the entity
is anyone of the following: (1) the entity operates in accordance with a contract,  agreement" or other statutory
authority approved by the Health Care Financing Administration (HCFA) (regarding the agency's name change, see
infra note 334) or a Medicaid program; (2) the entity charges a premium under a premium structure, regulated by
state authority statute. "governing health maintenance” or PPOs: (3) the entity is an employer, if the enrollees are
current or retired employees, or is a union welfare fund, if the enrollees are union members: or (4) is a licensed third



-party plan administrator (for an employer,  union, or insurance company) paid a fair market value fee for those
service, 42C.F.R. §1001.9520(2).

ye. 258Defined in the regulation to mean “an individual who has entered into a contractual relationship
with a health plan" (or an individual whose employer or on whose behalf some other entity has done that) "to
receive specified health care items and services” or “insurance

yf. or "premium" payment obligations to the health plan. For this safe harbor to apply, the
health plan must comply with the requirements for one of the following two categories of
health plans:

1. For risk -based HMOs, competitive medical plans, and prepaid medical plans that do not
receive  cost  -based  reimbursement  from  Medicare/Medicaid,  such  benefits  (greater
coverage or waiver of enrollee payment obligations) fall within the safe harbor if they are
extended  to  all  enrollees  in  the  plan  who  are  Medicare  or  Medicaid  program
beneficiaries.259

2. For HMOs, competitive medical plans, health care prepayment plans, and prepaid health
plans that  receive Medicare/Medicaid  reimbursement  on a  "reasonable cost or similar
basis," such benefits fall within the safe harbor if:

a. they are extended to all enrollees in the plan who are Medicare/Medicaid program
beneficiaries,260and

b. the  cost  to  the  plan  of  providing these  benefits  is  not  claimed  as  a  bad  debt,  or
otherwise shifted to, the Medicare/Medicaid programs261

yg. For example, this safe harbor allows HMOs to offer a waiver of copayments for office
visits for the first 6 months after joining the program to plan members as a marketing incentive
and  product  promotion,  so  long  as  that  marketing  promotion  is  offered  equally  to
Medicare/Medicaid program beneficiaries262 and the cost of the promotion is not passed along to
Medicare/Medicaid through a cost  report  (if  the HMO is reimbursed  by Medicare on a cost
-based basis).

3. Price Reductions Offered to Health Plans by Contract Providers

yh. HMOs and other  health  plans  routinely enter  into contracts  with providers  by
which the HMO agrees that it will refer its enrollees to that provider for the provision of
certain types of care. The provider, in turn, will often agree to charge a lesser rate for the
referral of the business pursuant to the contract than the provider might charge in absence
of the contract. There is a myriad of legitimate business reasons for such arrangements,
including the certainty of a flow of business and the realization of potential economies of
scale.  Absent  a  safe  harbor,  this  "reduced  charge"  would  fall  within  the  term
"remuneration" in the anti -kickback statute.263

yi.

yj.

yk.

yl.

ym. _____________
yn. coverage for such items and services" in exchange for payment of a fee/premium. 42 C.F.R. §1001.952(l)

(2).



yo. 25942C.F.R. §1001.952(l)(1)(i).  See 61 Fed. Reg. 2.122,2.129 (1996) ("We were concerned that
plans would target  healthy beneficiaries  by offering  them increased  services  or  reductions in  cost  sharing  and
attempt to avoid older or sicker beneficiaries or those with expensive or chronic health conditions requiring a high
utilization of services by offering only the same services available through a fee -for -service plan.").

yp. 26042 C.F.R. §1001.952(l)(1)(ii)(A).
yq. 26142 C.F.R. §1001.952(l)(1)(ii)(B).
yr. 262See 61 Fed.  Reg.  2,122,  2,126 (1996) ("A health  plan should not  be offering incentives  or

discounts that can be recovered through lower operating costs resulting from increased volume, economies of scale,
or other efficiencies. We also believe that the practices should be protected only if they do not cause harm to the
Medicare and Medicaid programs.").

ys. 263A prosecution for such payments would be most likely to occur where there was evidence of
harm or other improper motives, such as an increase in the cost to the Medicare/Medicaid

yt. An applicable safe harbor is set  forth in 42 C.F.R. §1001.952(m).  The safe harbor is
organized by type  of health  plan; for the safe harbor to apply,  only the requirements
within one of the following three categories of health plans must be met:

1. Risk-based HMOs, competitive medical  plans,  or prepaid health  plans may not claim
"payment in any form" for "services furnished in accordance with the agreement except
as approved by HCFA or the State health care programs” or claim “increased payments”
from Medicare or a Medicaid   program   because of the agreement.264

2. HMOs,  competitive  medical  plans,  health  care  prepayment  plans,  and  prepaid  health
plans that receive Medicare/Medicaid reimbursement  on a “reasonable cost or similar
basis” must meet the following   standards:

a. the contract must be for at least 1 year;265

b. the contract must specify in advance the provider’s service obligations to plan
enrollees  and  the  method  by  which  the  plan  will  pay  the  provider  for  those
services;266

c. the plan's cost report must "fully and accurately report. . .  the amounts it has paid
to the provider pursuant to the contract";267 and

d. the  plan  must  not  claim  "payment  in  any  form"  for  “services  furnished  i  n
accordance with the agreement except as approved by HCFA or the State health
care  programs"  or  claim  "increased  payments"  from Medicare  or  a  Medicaid
program because of the agreement.268

3. Plans  that  do  not  fit  into  either  Category  1  or  2  must  comply  with  the  following
requirements:

a. if the contract with the provider is “not paid on an at-risk, capita ted basis":

I. the contract must be for at least 1 year;269

II. the  contract  must  specify  in  advance  the  provider's  obligations  to  plan
enrollees, the schedule of fees by which the plan will pay the provider for
those services  or  items,  and which party "is  to  file  claims  or  requests  for
payment with Medicare or the state health care program";270



III. the fee agreement in the contract must remain in effect through the life of the
contract,  unless  Medicare  or  a  state  health  care  program  authorizes  a
“payment update"; 271

yu.

yv.

yw.

yx.

yy.

yz. ___________ 
za. programs, or an increase in patient risk or a decrease in the quality or level of care provided to the patient,

where that decrease was known to and expected by the plan as a part of the contract with the provider.
zb. 26442 C.F.R. §1001.952(m)(l)(i).
zc. 26542 C.F.R. §1001.952(m)(l)(ii)(A).
zd. 26642 C.F.R. §1001.952(m)(l)(ii)(B).
ze. 26742 C.F.R. §1001.952(m)(l)(ii)(C).
zf. 26842 C.F.R. §1001.952(m)(l)(ii)(D).
zg. 26942 C.F.R. §1001.952(m)(l)(iii)(A).
zh. 27042 C.F.R. §1001.952(m)(l)(iii)(B).
zi. 271 42 C.F.R. § 1001.952(m)(l)(iii)(C).

iv. the party submitting the claims272 to the Medicare or state health care program may
not request for payment more than the amount set forth in the fee schedule in the
contract,273 and

v. any cost reports filed by either the provider or the plan must "fully and accurately
report ... the fee schedule amounts charged" in accord with the contract.274

zj.

b. if the contract with the provider is "paid on an at -risk, capitated basis":

i. the contract must be for at least 1 year; 2275

ii. the  contract  must  specify  in  advance  the  covered  items  and  services  to  be
furnished by the provider to plan enrollees, the copayments, if any, that the enrollees
must pay for that care, and the "total amount per enrollee" that the provider will be
paid;276

iii. the payment amounts set forth in the contract must remain in effect for the life of
the agreement277

iv. if requested, the provider and the plan must fully and accurately report the "terms
of the agreement and the amounts paid";278

v. the provider must not request payment from either the enrollee, Medicare, or a
state health care program for any services and items provided by it to the enrollee
pursuant  to  the  contract,  and  the  plan  must  not  pay  the  provider  more  than  the
amounts provided in the contracts.279

zk.

4. Price Reductions Offered to Eligible Managed Care Organizations



zl. This safe harbor, promulgated in 1999, "protects certain financial arrangements
between  managed  care  plans  and  individuals  or  entities  with  whom  they  contract  for  the
provision of health care items or services, where Federal health care programs pay for such plans
on a capitated basis.”280

zm.

zn.

zo.

zp. _____________
zq. 272Pursuant  to 42 C.F.R. §1001.952(m)(1)(iii)(F),  the other party to the contract  must not also

submit claims to the Medicare/state health care program for the same claims: nor may it in any way shift to those
programs the "burden of such an agreement to the extent that increased payments are claimed from Medicare or a
State health care program."

zr. 27342 U.S.C. §1001 .952(m)(1)(iii)(D). Thus, if the contract provides for payment of $1,000 by the
hospital -provider for hospitalization of a plan member for bacterial pneumonia, but the Medicare DRG payment for
that  service  is  $3,000,  neither  the  plan  nor  the  provider  in  billing  to  Medicare  for  a  bacterial  pneumonia
hospitalization of a Medicare program beneficiary may charge  Medicare  more than the $1,000 set  forth in the
contract. Failure to comply with this subsection has already been the subject of one advisory opinion issued by the
OIG. See HHS OIG Advisory Op. No. 98-5 (discussed in Chapter 8, Section III.B.5.).

zs. 2742 C.F.R. §1001.952(m)(1)(iii)(E). Both also must be prepared, if requested, to report the terms
of the contract and amounts paid to Medicare or to a state health care program. Id. 

zt. 27542 C.F.R. §1001.952(m)(1)(iv)(A).
zu. 27642 C.F.R. §1001.952(m)(1)(iv)(B).
zv. 27742 C.F.R. §1001.952(m)(1)(iv)(C). Note that in contrast to providers who are not paid on an at

-risk  basis,  there  can  be  no  fee  increases  during  the  life  of  the  contract  (other  than  those  the  contract  might
specifically authorize).

zw. 27842 C.F.R. §1001.952(m)(1)(iv)(D).
zx. 27942 C.F.R. §1001.952(m)(1)(iv)(E).
zy. 28064 Fed. Reg. 63,504. 63,504 (1999)

zz. The safe harbor protects  two types  of payments.  The first  type281 concerns  payments
between an "eligible  managed care organization"282 and a "first  tier  contractor"283 that
provides or arranges for items or services for that organization,  if the following three
standards are satisfied:

1. As regards the agreement:

a. it is in writing and is signed by both parties;284

b. it specifies the items and services;285

c. it is for a period of at least 1 year;286 and

d. it  specifies  that  the  first  tier  contractor  cannot  (with  some limited  exceptions 287)
claim payment in any form directly or indirectly from a federal health care program
for items and services covered by the agreement;288

2. in reaching agreement, there i s no exchange of remuneration "in ret urn for or to induce
the provision or acceptance of business” (other than that specified in the agreement) for
which any payment may be made by a federal health care program "on a fee-for-service
or cost basis";289 and

3. the parties to the agreement do not shift the "financial burden" of the agreement "to the
extent that increased payments are claimed from a Federal health care program."290



aaa. In sum, this safe harbor is designed to shield payments between an HMO and its
suppliers  that,  although  including  remuneration  inducements  between  the  parties,  leave  the
federal health care programs financially unaffected, either directly, through increased payments
by the federal program to the HMO for patients insured under contract on a capitated basis, or
indirectly, through the

aab.

aac.

aad.

aae.

aaf. _____________
aag. 28142 C.F.R.  § 1001.952(t)(1)(i).
aah. 282Eligible managed care organizations are defined in 42 C.F.R.  §1001.952(t)(2)(ii).  Note that the

definition does not include the Department of Defense’s Tricare program.  64 Fed. Reg. 63,504, 63,508 (1999).
aai. 283Defined i  n 42 C.F.R. § I00 I.952(l)(2)  (iii  J  as "an individual or entity that  has a contract

directly with an eligible managed care organization to provide or arrange for items or services."
aaj. 28442 C.F.R.  §1001.952(t)(I)(i)(A)(I).
aak. 28542 C.F.R.  §1001.952(t)(I)(i)(A)(2).
aal. 28642 C.F.R.  §1001.952(t)(l)(i)(A)(3).
aam. 287These exceptions are set forth i n subparts (i)-(iii) of 42 C.F.R. § 1001.952(1)(I)(i)(A)(4) and

concern  situations in  which,  because  of  the  agreement  with the  "eligible  managed care  organization”  and that
organization's specific nature, the first tier contractor is allowed to bill a federal health care program.

aan. 28842 C.F.R.  § 1001.952(1)(t)(i)(A)(4).  64 Fed.  Reg.  63,504, 63,507 (1999) ("This requirement
is to insure that there is an incentive to control costs by eliminating the ability on the part of the first tier contractor
to offset losses incurred through the capitated methodology.").

aao. 28942 C.F.R. § 1001.952(t) (l)(i)(B). This provision makes it clear that the remuneration at issue is
not given or solicited, under the umbrella of a managed care contract, in order to gain or get so-called pull through
business: other business between the parties where a federal health care program pays for those items or services on
a fee-for-service basis, as opposed to through a capitated contract. Thus, an open panel managed care organization
could not demand a price break from a supplier on its managed care patients, in return for an agreement that doctors
affiliated with the HMO would use that  same supplier  for  non-HMO Medicare  patients being treated by those
physicians.  See 64 Fed.  Reg.  63,504, 63,507 (1999).

aap. 29042 C.F.R. § 1001.952(t)(I)(i)(C).

aaq. referral of other patients insured by a federal program, either on a fee-for-service or a cost
basis.291

aar.

aas. The second type292 concerns payments between either “a first tier contractor” and
a "downstream contractor"293 or between "two downstream contractors" to provide or arrange for
items or services, provided the following four standards are met:

aat.

1. The parties have an agreement that:
a. is in writing and is signed by both parties;294

b. specifies the items and services;295

c. is for a period of at least 1 year;296 and

d. specifies that the party providing the items or services cannot claim payment in
any form directly or indirectly from a federal healthcare program for items and
services covered by the agreement;297



2. in reaching agreement, there is no exchange of remuneration "in return for or to induce
the provision or acceptance of business" (other than that specified in the agreement) for
which any payment may be made by a federal health care program "on a fee -for -service
or cost basis";298

3. the parties to the agreement do not shift the "financial burden" of the agreement "to the
extent that increased payments are claimed from a Federal health care program";299and

4. the  agreement  between  the  first  tier  contractor  and  the  "eligible  managed  care
organization"  (covering  the  items  or  services  covered  by the  agreement  between  the
parties) does not involve either a federally qualified health center receiving supplemental
payments,300 an HMO or competitive medical plan with a cost –based contract,301 or a
federally qualified

aau.

aav.

aaw.

aax. ___________
aay. 291See, e.g., 64 Fed. Reg. 63,504, 63,507 ("[T]here is no protection if the financial arrangements ...

are implicitly or explicitly part of a broader agreement to steer fee -for -service Federal health care program business
to the entity giving the discount to induce the referral of managed care business.").

aaz. 29242 C.F.R. §1001.952(t)(I)(ii).
aba. 293Defined in 42 C.F.R. §1001.952(t)(2)(i) as an individual or entity "that has a subcontract ... with

a first tier contractor for the provision or arrangement of items or services that are covered by an agreement between
an eligible managed care organization and the first tier contractor."

abb. 29442 C.F.R. § 1001 .952(tX1 Xi i) (A)(1).
abc. 29542 C.F.R. §100I .952(t)(I)(ii)(A)(2).
abd. 29642 C.F.R. §1001 .952(t)(I)(ii)(A)(3).
abe. 29742 C.F.R. §1001.952(t)(1)00(A)(4). Unlike the first circumstance, between an eligible managed

care organization and the first tier contractor, there are no exceptions to this requirement in this circumstance.
abf. 29842 C.F.R. §1001.952(t)(1)(ii)(B). See 64 Fed. Reg. 63,504, 63507 ("[W]e would have concerns

where an HMO with a Medicare risk contract under Medicare Part C also has an employer -sponsored PPO that
includes retirees and requires participating providers to accept a low capitation rate for the Medicare HMO risk
patients in exchange for access to the Medicare fee -for -service patients in the PPO.").

abg. 29942 C.F.R.  §1001.952(t)(1)(ii)(C).  See 64 Fed.  Reg.  63,504,  63,507 (1999) ("So long as  the
Federal health care programs' aggregate financial exposure is fixed in accordance with its contract with the managed
care organization, these subcontracting arrangements are protected regardless of the payment methodology.").

abh. 30042 C.F.R. §1001.952(t)(1)(ii)(D)(1).
abi. 30142 C.F.R. §1001.952(t)(1)(ii)(D)(2).

abj. HMO (unless the items or services are covered   by   a risk-based contract).302

abk. This safe harbor was designed to encourage payments between HMOs and their suppliers
that  promote  cost  savings  and  efficiencies  through  risk  sharing;  typically,  such  risk
sharing involves remuneration that could otherwise run afoul of the provisions of the
anti-kickback statute.

abl.

abm. One final limitation in this safe harbor is  its  exclusion of payments  related to
marketing services and payments made before the enrollment of beneficiaries in the health plan.
303

abn.



abo.5. Price Reductions Offered by Contractors with Substantial Financial Risk to Managed
Care Organizations

abp.

abq.  This safe harbor mirrors that for eligible managed  care organizations,   with
protection   extended   to   "certain   financial   arrangements   between   managed  care  plans
(including  employer-sponsored   group  health  plans)  and  individuals  or entities with whom
they contract for health care items and services with   respect to  services  reimbursed   on  a  fee-
for-service  basis  by   a  federal  health   care program,"  provided  that  the  arrangement  places
those  persons  and  entities at "substantial  financial  risk"  for the  cost  of  care  provided  to the
federally  insured patients. 304 While similar, the safe harbors do differ, and those details should
be carefully noted in application of the two safe harbors.

abr.

abs. Pursuant  to  this  safe  harbor,  prohibited  remuneration  under  the  anti-kickback
statute does not include any payment between a "qualified managed care plan"305 and a "first tier
contractor"306 for providing or arranging for items or services, if the following five standards are
met:

abt.

1. The parties have an agreement that:
a. is in writing and is signed by both parties; 307

b. specifies the items and services;308

c. is for a period of at least 1 year;309

d. requires participation in a "quality assurance program that promotes the coordination
of care, protects against underutilization and specie-

abu.

abv.

abw.

abx. __________________
aby. 30242  C.F.R.   §1001.952(t)(l)(ii)(D)(3).   See  64  Fed.   Reg.   63,504,  63,508  (1999)

(''Reimbursement to these entities is not strictly risk-based and presents some risk of overutilization and increased
Federal program costs.").

abz. 30342   C.F.R.  §1001.952(t)(2)(IV).
aca. 30464 Fed. Reg. 63,504, 63,504 (1999). See also id. at 63,509. The OIG noted that the safe harbor

was intended to protect financial arrangements that (1) are a part of  a  comprehensive managed care arrangement
with a membership that is less than 50% Medicare; (2) place  the provider  at  substantial  financial  risk  for  the
cost  of overutilization  for all  enrollees in  the plan; (3) make payments for care provided  without regard to the
beneficiaries'  insurance status, and  only  with  regard  to the  beneficiaries'  health  status; and (4) allows  payment
differentials only when related to utilization   patterns  and  costs. Id.

acb. 305Defined in 42 C.F.R. § 1001.952(u)(2)(VI).
acc. 306Defined in 42 C.F.R. §1001.952(u)(2)(iii). The definition of first tier contractor contained in this

safe harbor is essentially identical to that set forth in 42 C.F.R. §1001.952(t).
acd.  30742 C.F.R. § 1001.952(u)(l)(i)(A)(I).

ace. 30842 C.F.R. §1001.952(u)(I)(i)(A)(2).
acf. 30942 C.F.R. §1001.952(u)(I)(i)(A)(3).

acg. fees patient goals, including measurable outcomes where appropriate"; 310 and

e. specifies a methodology for determining payment that is:

I. "commercially reasonable and consistent with fair market value established in an
arm's-length transaction"; 311 and



II. includes  the  intervals  at  which  payments  will  be  made  and  the  “formula  for
calculating incentives and penalties";312

2. any investment by the first tier  contractor  in a qualified managed care plan must fall
within the safe harbor for investment interests set forth in §1001.952(a)(l).313

3. the first tier contractor must have "substantial financial risk for the cost or utilization of
services it is obligated to provide,” such risk measured in one of four specified payment
methodologies; 314

4. payments for items and services reimbursable by a federal health care program must meet
one of two specified standards;315 and

5. the following conditions must be met:

a. in reaching agreement, there is no exchange of remuneration "in return for or to
induce the provision or acceptance of business” (other than that specified in the
agreement) for which any payment may be made by a federal health care program
"on a fee-for-service or cost basis";316 and

b. the parties to the agreement do not shift the "financial burden" of the agreement
“to the extent  that  increased payments  are claimed from a Federal health care
program." 317

ach. To be  a  "qualified  managed  care  plan,"  the  plan  must  be  a  premium-based plan,  as
defined  in  the  safe  harbor  set  forth  at  subpart  (l)(2),  and  meet  the  following  additional
requirements:

1. the plan must provide a comprehensive range of health services;318

2. the  plan  must  provide  or  arrange  for  reasonable  utilization  goals,319 an  operational
utilization   review   program, 320 a quality assurance pro-

aci.

acj.

ack.

acl.

acm. ____________________
acn. 31042 C.F.R.  §1001.952(u)(l)(i)(A)(4).
aco. 31142 C.F.R.  §1001.952(u)(l)(i)(A)(5).
acp. 312Id.
acq. 31342 C.F.R.   §1001.952(u)(1)(i)(B).
acr. 31442 C.F.R.  § 1001.952(u)(l)(i)(C). The four payment methodologies, defined in §1001.952(u)(l)

(i)(C)(l) -(4), involve either periodic fixed payments (subpart (I)), payments of a percentage of premium (subpart
(2)), use of DRGs (subpart (3)), or use of bonus and withhold arrangements (subpart (4)). A practitioner confronted
with  an  arrangement  involving  one  of  these  four  payment  methodologies  should  carefully  review the  specific
provisions.

acs. 31542 C.F.R. § 1001.952(u)(I)(i)(D)(I) & (2).  The two standards require, inter alia, the qualified
managed care plan to submit claims directly to the federal   health care program, and that payments to the first tier
contractors  for  services  provided  to  patients  covered  by the federal  health  care  program "must  be identical  to
payment arrangements" with the first tier contractor for patients not federally insured “with similar health status."

act. 31642 C.F.R. §1001.952(u)(l) (i)(E)(I).
acu. 11742 C.F.R. §1001 .952(u)(I) (i)(E)(2).
acv. 31842 C.F.R. §1001.952(u)(2)(vi)(A).
acw. 31942 C.F.R. §1001.952(u)(2)(vi)(B)(I).



acx. 32042 C.F.R. §1001.952(u)(2)(vi)(B)(2).

acy.

acz. gram,321grievance  and  hearing  procedures,322 financial  protection  of  enrollees,323 and
equivalent treatment of enrollees covered by federal health care programs; 324

ada.

3. the plan must have a beneficiary population that is either:
a. not more than 10 percent Medicare insured (as a primary payer);325 or
b. not more than 50 percent Medicare insured (as a primary payer) if:

i. the payment of premiums is on a periodic basis that does not take care into
account "the dates services are rendered, the frequency of forth services or
the extent or kind of services rendered"; 326 

ii. these periodic payments for nonfederal -insured enrollees do not cost take
into account "the number of Federal health care program fee-for -service
beneficiaries  covered  by  the  agreement  or  the  amount  of  services
generated by such beneficiaries."327

adb.

adc. Additionally,  this  safe harbor excepts328 from the anti  -kickback statute  (and program
exclusion) any payment between a first tier contractor and a downstream contractor,329 so long as
the following three standards are met:

1. payments  are  made  following  the  methodologies  required  for  payments  between  the
qualified health plan and the first tier contractor;330

2. payments for the items or services reimbursable by a federal health care program meet
the same standards applicable to the qualified health plan; 331 and

3. in reaching agreement:

a. there was no exchange of remuneration "in return for or to induce the provision or
acceptance of business" (other than that specified in the agreement) for which any
payment may be made by a federal health care program "on a fee -for -service or
cost basis"; 332 and

b.  the parties did not shift the “financial burden” of the agreement “to the extent that
increased payments are claimed from a Federal health care program.”333

add.

ade.

adf. ____________
adg. 32142 C.F.R. §1001.952(u)(2)(vi)(B)(3).
adh. 32242 C.F.R. §1001.952(u)(2)(vi)(B)(4).
adi. 32342 C.F.R. §1001.952(u)(2)(vi)(B)(5).
adj. 32442 C.F.R. §1001.952(u)(2)(vi)(B)(6).
adk. 32542 C.F.R.§1001.952(u)(2)(vi)(C)(1).  See  64  Fed.  Reg.  63,504,  63,510  (1999)  ("By  limiting  Federal

health care beneficiaries to less than 10 percent of the total enrollment, the regulations substantially limit
the ability of the employer to offset costs for its employees with Medicare reassignment.").

adl. 32642 C.F.R. §1001.952(u)(2)(vi)(C)(2).
adm. 327Id.
adn. 32842 C.F.R. §1001.952(u)(1)(ii).
ado. 329Defined  in  §1001.952(u)(2)(i).  This  definition  is  identical  to  that  set  forth  in  the  safe  harbor  at

§1001.952(t).



adp. 33042 C.F.R. §1001.952(u)(1)(ii)(A).
adq. 33142 C.F.R. §1001.952(u)(1)(ii)(B).
adr. 33242 C.P.A. §1001.952(u)(1)(ii)(C)(1).
ads. 33342 C.F.R. §1001.952(u)(1)(ii)(C)(2).

adt.

adu.

adv. As  indicated  above,  the  concept  of  "substantial  financial  risk"  is  defined  by
requiring  that  the  subject  arrangement  employ  one  of  four  payment  methodologies.  The
definition  included  determines  such  risk  by  a  blending  of  three  standards:  a  payment
methodology standard, employing tools that "are commonly used to place an individual or entity
at  substantial  financial  risk,  including  capitation,  percentage  of  premium  arrangements,  and
payments based on certain diagnostic related groupings"; a numeric standard, including bonuses
and withhold arrangements; and a physician incentive standard, that protects arrangements that
meet  the  requirements  of  the Centers  for  Medicare  and Medicaid Services  (CMS) physician
incentive plan rules.334

adw.

adx. One final limitation in this safe harbor is  its  exclusion of payments  related to
marketing  services  and payments  made  before  the  enrollment  of  beneficiaries  in  the  health
plan.335

ady.

adz. 6. Comment on These Safe Harbors
aea.

aeb. At first, these five risk -sharing safe harbors seem complex and application to a
particular fact situation daunting. The concept underlying these lengthy regulations is, however,
simple: The regulations are designed to insulate from criminal prosecution only those payment
arrangements that, although technically offering inducements for the referral of business, do not
raise costs for the federal health care programs. Counsel evaluating either a proposed transaction
or an existing one should utilize that principle as the starting point for analysis.

aec.

aed. F. Investment Interests
aee.

aef. The Secretary of HHS has recognized that investment interests in an entity may
be offered to an investor despite the fact that he or she "is in a position to make referrals."  336 In
other words, an investment interest can qualify for safe harbor protection if some of its investors
also are referrers, as long as those investors are not offered "favorable terms based on his or her
past or expected referrals or amount of business otherwise generated for the entity.”337

aeg.

aeh. Although seemingly complex, the provisions of this safe harbor are designed to
cull out from the protection of the shelter entities that treat investors who make referrals better
than investors who do not make referrals, all other factors being equal. If the investor who is also
a referral  source is  treated  better  financially,  then  the amount  of  money that  constitutes  the
"better"  treatment  is  illegal  remuneration  under  the  anti-kickback  statute  (and  such conduct
neither  merits  nor  deserves  safe  harbor  protection).  As  used  in  the  anti-kickback  statute,
remuneration is defined to exclude "any payment that is a return on investment

aei.

aej.

aek.



ael. ____________
aem. 33464 Fed. Reg. 63,504, 63,510 (1999).  CMS physician incentive plan rules are set forth at 42

C.F.R. §417.479. As of July 1, 2001, the former Health Care Financing Administration (HCFA) was renamed the
Centers for Medicare and Medicaid Services (CMS). For the purposes of this book, however, references typically
will be to CMS.

aen. 33542 C.F.R. §1001.952(u)(2)(iv).
aeo. 33656 Fed. Reg. 35,952, 35,968 (1991).
aep. 337 Id.

aeq.

aer. income, such as a dividend or interest income, made to an i nvestor"338 so long as, for the
three categories of entities specified below, all stated conditions are met.

aes. The  investment  interests  safe  harbor  mirrors  in  some  respects  the  Stark  safe
harbor  for  investment  interests.339 There  are  differences  between  the  terms  of  the  two  safe
harbors, thus conduct falling within one safe harbor may not fit within the other, notwithstanding
their parallel nature.  In advising CLIENT on the legal merits of an intended investment interest,
the practitioner should place the criminal and civil safe harbor provisions side by side to measure
against  the  proposed  course  of  conduct.  In  the  event  of  a  criminal  investigation  where  the
applicability of an investment safe harbor is called into question, it can be anticipated that both
the prosecutor and the defense attorney will conduct essentially   the same analysis, and then
look factually  at  whether  the conduct  i  n fact  fits  into either  sheltered  harbor.  The criminal
investigation must establish whether investors who were also referrers received any advantage of
getting the investment opportunity, and thereafter in profit or other investment distributions. An
effective defense strategy would be to provide some legitimate justification for the difference in
treatment  that  is  unrelated  either  to  the referrals  made  by the investor,  or  the  ability  of  the
investor to make referrals.

1. Large, Publicly Traded Entities

aet. For safe harbor protection to apply to investments in an entity with more than
$50,000,000 in undepreciated net tangible assets that are related to the furnishing of health care
items and services,340 all of the following requirements must be met:

1. the equity security  must  be registered  with the Securities  and Exchange Commission
(SEC);341

2. if the investor is in a position to "make or influence referrals to, furnish items or services
to, or otherwise generate business for” the entity, then the terms under which he or she
got his or her investment must be available to the general public;342

aeu.

aev.

aew.

aex. ____________________
aey. 33842 C.F.R.  §1001.952(a).
aez. 339For a discussion of the Stark safe harbor for investment interests, see Chapter 7, Section III.A.
afa. 340companies of this size that have publicly traded securities...are sufficiently large to assure that

abuse is minimal"; also, the remuneration that might he received by an investor referral related to referrals to an
entity of this size "is so tangentially related to their referrals that the potential for abuse is minimal." 56 Fed. Reg.
35,952, 35,964 (1991). See also 64 Fed. Reg.  63,518, 63,521 (1999).

afb. 34142 C.F.R. § 1001.952(a) (l) (i).



afc. 342 C.F.R. §1001.952(a) (I) (ii). In other words, the investor who is also a potential referral source
must not have received any preferential treatment in getting or making the investment ('"this standard precludes
protection of payments from securities where physicians are afforded the opportunity to buy the available shares of
an entity before other members of the public have the opportunity to invest in that entity"). 56 Fed. Reg. 35,952,
35,965 (1991). Equivalent terms   include both price and any restrictions on transferability of the investment interest.
See also 64 Fed. Reg. 63,518, 63,522 (1999) (distributions on stock in a publicly traded company, where the stock
was offered to a referring physician at a lower price than that accorded to the public at the Li me of a stock offering,
would thus not qualify for the safe harbor).

3. the entity, any individual acting on behalf of the entity, or any investor in the entity must
not "loan funds to or guarantee a loan for an investor. . . if the investor uses any part of
such loan to obtain the investment interest";343

4. in  its  marketing  or  furnishing of  items  or  services,  the  entity  must  not  treat  passive
investors differently from noni nvestors;344 and

5. payments to the investor as a return on his or her investment interest must be directly
proportional to his or her capital i nvestment.345

afd. 2. Small Entities with Active and Passive Investors

afe. For safe harbor protection to apply to an investment in a small entity with both active and
passive investors, 346 all of the following requirements must be met:

1. no more than 40 percent of the value of the investment interests of each class of investor.
in the entity in the   previous   year can be from a form more than 40 percent of the gross
revenue of the entity in the previous year related to the furnishing of health care item and
service may come from, investor who are in a position to "make or influence referrals to,
furnish item or services to or otherwise· generate business for" the entity;347

2. with regard to passive investor, the term of investment must be without regard to whether
the investor is in a position to make or influence referrals, furnish item or service to or
otherwise  generate  business  for"  the  entity348 there  may  not  be  a  precondition  for
investment that the proposed investor be in such a position,349 and the entity must

aff.

afg.

afh. _______________
afi. 34342 C.F.R. § 1001.952(a)(I)(iv). If, for example, a physician is allowed to invest in a business to

which he or she might make referrals for $100,000, and then is allowed to "borrow" that entire amount from the
business as the mechanism by which he or she makes the investment in the business, the safe harbor would not
apply. Under such circumstances, the debatable issue would be whether the physician's investment was itself a form
of remuneration given to the physician for his or her referral stream.

afj. 34342 C.F.R. § 1001.952(a) (I)(iii). For example, the passive investor must not get price discounts
on the provision of services not available to other potential customers or the business who are not investors. Where
the  passive  investor  is  also  a  referral  source,  such  preferential  treatment  can  be  inferred  to  be  a  payment  or
remuneration for the referrals, and not as a return on the investment made in the business (e.g., "any distribution to
passive  investors  of  individual  or  aggregate  investor  referral  patterns  would  also  not  be  protected  under  this
provision").  56 Fed.  Reg.   35,952, 35,966 (1991).

afk. 34442 C.F.R. §1001.952(a)(1)(iii). For example, the passive investor must not get price discounts
on the provision of services not available to other potential customers or the business who am not investors. Where
the  passive  investor  is  also  a  referral  source,  such  preferential  treatment  can  be  inferred  to  be  a  payment  or
remuneration for the referrals, and not as a return on the investment made in the business (e.g., "any distribution to



passive  investors  of  individual  or  aggregate  investor  referral  patterns  would  also  not  be  protected  under  this
provision"). 56 Fed. Reg. 35,952, 35,966 (1991).

afl. 34542 C.F.R. §100 I .952(a)(I)(v).
afm. 346An "active investor" is either an investor who "is responsible for the day-to-day management"

and is "a bona fide general partner in a partnership under the Uniform Partnership Act" or an investor "who agrees in
writing to undertake liability for the actions of the entity's agents acting within the scope of their agency." 42 C.F.R.
§1001.952(a). A "passive investor" is simply one who is not an active investor. Id.

afn. 347 42 C.F.R. §1001.952(a)(2)(i) & (vi). In calculating the value of investment interests, equivalent
classes of equity investments may be combined. See also 64 Fed. Reg. 63,518, 63,521 (1999). 

afo. 34842 C.F.R. §1001.952(a)(2)(ii). 
afp. 34942 C.F.R. §1001.952(a)(2)(iv).

afq. not market  or furnish its  items or services to such investors "differently than to non-
investors";350 and

1. with respect to all investors, active or passive, who are "in a position to make or influence
referrals  to,  furnish items  or  services  to,  or    otherwise generate   business   for   the
entity,"  the  entity,  any   individual   acting  on behalf of the entity, or any  investor  in
the entity  may  not  loan  funds to or guarantee a loan for an investor who uses  "any
part   of  such  loan  to  obtain  the  investment  interest,"351 the  terms  of  any  offer  to
investment must not be related "to the previous or expected volume of referrals, items or
services furnished, or the amount of business otherwise generated from that  investor,"352

and  the  payments  to  an  investor  "must  be directly proportional to the amount of  the
capital  investment"  of  that investor.353 

afr. 3. Small Entities, With Active and Passive Investors, in an Underserved Area

afs. The regulations  create a slightly broader safe harbor for investments  in small  entities
(with  both  passive  and  active  investors)  that  are  located  in  under served  areas.354 For  such
entities, all of the standards set forth above for investment in small entities must be satisfied,
with these    modifications:

1. in the fiscal year, or 12-month period before the payment, investors who are in a position
"to make or influence  referrals  to furnish items  or  services  to,  or otherwise generate
business for, the entity" may own up to 50 percent (as opposed to 40 percent) of the value
of the investment interests of each class of investors in the entity;355

2. the limitation on referral of business to the entity from any investor is eliminated; and

3. the entity must, in the fiscal year, or 12-month period before the payment, have derived at
least 75 percent of its business “from the service of people who reside in an underserved
area, or are members of a medically underserved population." 356

aft. If the area served by the entity ceases to be underserved, the safe harbor for investments
in small entities will apply to any payments made up to 3 years after the area ceased to be
an underserved area, or at the end of the period of the then current term of investments,
whichever period is shorter.

afu. 4.  Investments in Group Practices

afv. This  safe harbor357  shields  a  payment  that  is  "a  return on investment  interest”
made to “a solo or group practitioner” investing in his or her own



afw.  

afx.

afy.

afz. ____________
aga. 35042 C.F.R. §1001.952(a)(2)(v).
agb. 35142 C.F.R. §1001.952(a)(2)(vii).
agc. 35242 C.F.R. §1001.952(a)(2)(iii).
agd. 35342 C.F.R. §1001.952(a)(2)(viii).
age. 35442 C.F.R. §1001.952(n)(3)(i)(A)-(H).
agf. 35542 C.F.R. §1001.952(a)(3)(i)(A).
agg. 35642 C.F.R. §1001.952(a)(3)(i)(F).
agh. 35742 C.F.R. §1001.952(p).

agi. practice or group practice. 358  For  safe  harbor  protection  to  apply,  the equity interests
in  the  practice  (and  not  in  a  subdivision  of  the  practice 359) must be held by licensed
health  care  professionals 360  and  revenues  derived  from ancillary  services   must   be
derived  from  such  services  provided  "in-office."361  If the practice is a group practice,
the practice must meet a specific  definition  for  such practices, and the practice must be
a "unified business with centralized decision-making, pooling of expenses and revenues,
and a compensation/profit distribution  system that  is not  based  on  satellite offices
operating substantially as  if  they  were  separate  enterprises  or  profit centers."362

agj. 5. Ambulatory Surgical Centers

agk. This safe harbor 363 protects payments that are returns on an investment interest
made to an investor in a certified ambulatory surgical center (ASC). The safe harbor is intended,
"conceptually," to protect "an extension of the physician’s office space."364 The operating and
recovery   room   space of   the ASC must be dedicated exclusively to the ASC, and the patients
must be fully informed of the investor's investment interest. In addition, the ASC must fully meet
all of the requirements of one of the following four categories.

a. Surgeon-Owned, Single-Specialty, and Multispecialty ASCs

agl. To qualify as a "surgeon-owned ASC," one of the following three conditions must be
satisfied as to the investors:

1. All must be general surgeons, or surgeons engaged in the same surgical specialty, and in
a position to refer patients to the ASC and perform surgery on those referred patients;365

2. All must be surgical group practices 366 composed exclusively of such surgeons; 367

3. All must be investors who are not employed by the entity (or by any investor in the
entity),  are  not  in  position  to  provide  items  or  services  to  the  entity  (or  any  of  its
investors), and are not in a position to make or influence referrals to the entity (or any of
its investors). 368

agm.
agn.
ago.
agp.
agq.



agr.
ags.
agt.
agu. ___________________

agv. 358  See 64 Fed. Reg. 63,518, 63,539 (1999) ("[R]evenues shared between members of a group
practice as a result of a referral from one member of the group to another are an inherent part of belonging to a
group practice. This safe harbor protects such payments, provided all safe harbor conditions are satisfied.").

agw. 359 42 C.F.R. §1001.952 (p)(2).
agx. 36042 C.F.R.  §1001.952(p)(l).
agy. 36142 C.F.R. §1001.952(p)(4).
agz. 36242 C.F.R. §1001.952(p)(3).
aha. 36342 C.F.R.  §1001.952(r).
ahb. 36464 Fed. Reg. 63,518, 63,534 (1999). 
ahc. 36542 C.F.R. §1001.952(r)(I).
ahd. 366Group  practices  must  meet  the  requirements  set  forth  i  n  the  safe  harbor  applicable  to

investments in group practices, 42 C.F.R. §1001.952 (p).
ahe. 367Id.
ahf. 368 Id.

ahg. These requirements of ownership apply as well to the single -specialty ASCs, except that
the physician investors, or physician group practice investors, must all be engaged in the
same  medical  practice  specialty  as  the  ASC.369 As  regards  multispecialty  ASCs,  the
physician  investors,  and  the  physician  group  practice  investors,  need  only  be  "in  a
position to refer patients directly to the ASC and perform procedures on such referred
patients."370

ahh. If the ASC ownership falls into one of these three categories, payments made as
an investment interest in such an ASC are protected if all of the following six conditions are met:

1. the terms of the investment  interest  must  not be related "to the previous or expected
volume of referrals, services furnished or the amount of business otherwise generated" by
the investor;371

2. at  least  one-third  of  the  surgeon's  or  physician's  medical  practice  income  "from all
sources" in the prior fiscal year or 12 -month period must be derived from the surgeon's
"performance of procedures";372

3. the ASC must not loan funds or guarantee a loan for the investor's investment in the
ASC;373

4. the return on investment must be directly proportional to the capital investment;374

5. all ancillary services performed on patients at the ASC who are insured through a federal
health  care  program must  be  "directly  and  integrally  related  to  primary  procedures"
performed at the ASC and none may be separately billed; 375 and

6.  patients who are federally insured must be treated in a "nondiscriminatory manner."376

ahi. As to multispecialty ASCs, the following additional condition must be satisfied:

7. at least one-third of the procedures performed by each physician investor for the previous
fiscal year or 12 -month period must have been performed at the ASC.377

ahj. b. Hospital/Physician ASCs



ahk. If at least one investor in the ASC is a hospital, and all of the remaining investors meet
the requirements for investors in surgeon -owned, single -specialty,  and multispecialty
ASCs,  then  the  ASC  is  classified  as  a  hospital/  physician  ASC.  In  that  event,  for
payments  from  such  an  ASC  to  an  investor  to  qualify  for  safe  harbor  protection,
conditions 1, 3, 4, 5, and 6, set forth

ahl.

ahm.

ahn.

aho.

ahp.

ahq._____________
ahr. 36942 C.F.R. §1001.952(r)(2).
ahs. 370 42C.F.R. §1001.952(r)(3).
aht. 37142 C.F.R. §§ 1001.952(r)(l)(i), 1001.952(0(2)(i) & 1001.952(r)(3)(i).
ahu. 37242C.F.R. §§1001.952(r)(1)(ii), 1001.952(0(2)(ii) & 1001.952(r)(3)(ii).
ahv. 37342 C.F.R. §§1001.952(r)(1)(iii), 1001.952(r)(2)(iii) & 1001.952(r)(3)(iv).
ahw. 374 42C.F. R, §1001.952(0(r)(iv), 1001.952(r)(2)(iv) & 1001.952(r)(3)(v).
ahx. 37542 C.F.R. §§1001.952(r)(1)(v), 100I.952(r)(2)(v) & 1001.952(r)(3)(vi).
ahy. 37642 C.F.R. §§1001.952(r)(1)(vi), 1001.952(0(2)(vi) & 1001.952(r)(3)(vii).
ahz. 37742 C.F.R. §100I.952(r)(3)(iii).

aia. above for surgeon-owned, single-specialty, and multispecialty ASCs must be satisfied.378

In addition, the following three conditions must be met:
1. the ASC may not use space "including but not limited to, operating and recovery room

space”  located  in  or  owned  by  a  hospital  investor,  rent  equipment  from  a  hospital
investor, or receive services from a hospital investor unless the safe harbors for space,
equipment, and personal services and management contracts are fully satisfied;379

2. the hospital may not include on its cost report or on any claim for payment from any
federal health care program any costs associated with the ASC;380 and

3. the hospital may not “be in a position to make or influence referrals directly or indirectly
to any investor” in the ASC or to the ASC.381

aib. C. Comment

aic. Quite clearly, this safe harbor permits the physician to invest in a facility to which
he or she can then refer patients for additional care beyond that which the doctor can provide in
his or her own practice setting. The safe harbor safeguards the federal health care program by
imposing restrictions that require the doctor to perform procedures in that facility personally and
excludes from protection doctors who would not perform services in a facility, but might refer
patients to such a facility. “The rationale underlying the proposed safe harbor would not extend
to investment interests held by physicians who are not in a position to refer patients directly to
the ASC and perform surgery.”382 While (his safe harbor may seem to allow a physician to make
referrals that benefit him or her, the safe harbor allows for the growth of surgical care at ASCs.
Such care is far more cost effective than the alternative, principally hospital care, and those cost
savings were a significant factor in the promulgation of the safe harbor.383

aid. G. Lease of Space and Equipment Rental



aie. These criminal safe harbors permit legitimate arrangements for the lease of space
and the rental  of equipment.384 Such arrangements have at times been used to disguise illicit
kickback or referral arrangements.

aif. 1. Lease of Space

aig. Payments  made  by  a  lessee  to  a  lessor  for  space  rental  are  not  prohibited
“remuneration” in potential violation of the anti-kickback statute if:

aih.

aii.

aij.

aik.

ail.

aim. ______________

ain. 37842 C.F.R. §§1001.952(r)(4)(i), (ii), (iii), (iv) & (vi).
aio. 37942 C.F.R. §I001.952(r)(4)(v).
aip. 38042 C.F.R. §1001.952(r)(4)(vii).
aiq. 38142 C.F.R. §1001.952(r)(4)(viii).
air. 38264 Fed. Reg. 63,518, 63,534 (1999). 
ais. 383ld.
ait. 384These safe harbors mirror those set forth in 42 U.S.C. §1395nn, with some subtle differences.

1. the lease is in writing and signed by both parties;385

2. the lease covers all of the premises leased between the parties for the term of the lease
and specifies the premises to be leased;386

3. the term of the lease is for not less than 1 year;387

4. the rental charge for the entire term of the lease is set in advance, is “consistent with fair
market value in arm’s-length transactions,” and is not determined in a manner “that takes
into account the volume or value of [Medicare/Medicaid] referrals or business otherwise
generated between the parties;388 and

5. the  aggregate  space  rented  does  not  exceed  that  which  is  “reasonably  necessary  to
accomplish the commercially reasonable business purpose of the rental.”389

aiu. In addition, if the lease gives the lessee “access to the premises for periodic intervals of
time” rather than on a “full  time basis for the life of the lease,” then the lease must
precisely specify the “schedule for such intervals, their precise length and the exact rent
for such intervals.”390

aiv.

aiw. The most significant difference between this space rental safe harbor and that set
forth in the Stark prohibitions391 concerns the yardstick by which the reasonableness of the lease
rental and space terms is to be measured. 42 C.F.R. §1001.952(b) requires a “fair market value”
from an “arm’s-length transaction” not affected by the Medicare referrals that may exist between
the parties; “fair market value” is defined in the regulation to mean “value of the rental property
for general commercial  purposes” “not adjusted to reflect additional value . . . as a result of
proximity  or  convenience  to  sources  of  referrals.”  In contrast,  42 U.S.C.  §  1395nn(e),  after



imposing the fair market value standard, (a term that Stark defines essentially identically to the
definition set forth in the regulation) additionally imposes a general requirement on the lease of
commercial  reasonableness.392 The  Stark  safe  harbor  also  requires  that  the  space  leased  be
“reasonable  and  necessary  for  the  legitimate  business  purposes  of  the  lease,”393  whereas  42
C.F.R. §1001.952(b)(6) requires that the space rented be “reasonably necessary to accomplish
the commercially reasonable business purpose of the rental.”

aix.

aiy. The  legal  relevance  of  these  differences  is  not  clear.  The  choice  of  different
language for the criminal/exclusion safe harbor was a deliberate one: Both

aiz.

aja.

ajb.

ajc. _______________
ajd. 38542 C.F.R. §1001.952(b)(1).
aje. 38642 C.F.R. §1001.952(b)(2).
ajf. 38742 C.F.R. §1001.952(b)(4).
ajg. 38842 C.F.R. §1001.952(b)(5). See 56 Fed. Reg. 35,952, 35,971 (1991) (“For example, we believe

that a fair inference may be drawn that impermissible payments are being made when a group of doctors owns a
medical arts building and rents space in that building to a diagnostic laboratory, and the rent is substantially above
the laboratory’s cost of renting the same sized space at a nearby location.”).

ajh. 38942 C.F.R.  §1001.952(b)(6).  See  also  64  Fed.  Reg.  63,518,  63,524  (1999)  (the  test  is  “not
whether a business arrangement is lawful, but whether it serves a commercially reasonable business purpose, that is,
whether the space and equipment leased or services purchased have intrinsic commercial  value to the lessee or
purchaser”).

aji. 39042 C.F.R. § 1001.952(b)(3).
ajj. 39142 U.S.C. § 1395nn(e).
ajk. 39242 U.S.C. § 1395nn(e)(1)(A)(v).
ajl. 39342 U.S.C. § 1395nn(e)(l)(A)(ii).

ajm.Congress and the OIG have intended that the two sate harbors have a slightly different
zone of protection.394 That, however, would seem to be unreasonable and unnecessary
from an enforcement point of view; if anything, the language of the civil  safe harbor
would appear to be slightly more narrowly/restrictively drawn than the criminal/exclusion
safe harbor,  a fact that is not consistent with the more severe penalties that could be
imposed upon a physician through a criminal prosecution.

ajn. 2. Equipment Rental

ajo. Payments made for the lease of equipment are not “remuneration” within the meaning of
that term in the anti-kickback statute if the following requirements are all satisfied:

1. the lease must be in writing and signed by both parties;395

2. the lease must cover all of the equipment leased between the parties for the term of the
lease and “specif[y] the equipment covered by the lease”;396

3. the term of the lease must be for at least 1 year;397

4. the full rental charge must be “set in advance, be consistent with fair market value in
arm's-length  transactions,”  and  not  take  into  account  “the  volume  or  value  of  any
[Medicare/Medicaid] referrals or business otherwise generated between the parties”;398

and



5. the aggregate equipment rental does not exceed that which is “reasonably necessary to
accomplish the commercially reasonable business purpose of the rental.”399

ajp. If, as with lease of space, the term of use in the lease is for “periodic intervals of time” as
opposed to use on a “full-time basis,” then the lease must specify “exactly the schedule of
such intervals, their precise length, and the exact rent for such interval.”400

ajq.

ajr. The Stark civil safe harbor for equipment rental differs from the antikickback and
exclusion  safe  harbor  for  equipment  rentals  in  the  same  manner  as  the  lease  of  space  safe
harbors, discussed above.

ajs.

ajt. H. Personal Services and Management Contracts

aju. This safe harbor permits personal services and management agreements between
providers, under certain circumstances. A principal may pay an agent

ajv.

ajw.

ajx.

ajy. _______________
ajz. 39464  Fed.  Reg.  63,518,  63,519,  63,525  (1999)  (noting  that  the  term  “legitimate”  can  be

misconstrued).
aka. 39542 C.F.R. §1001.952(c)(1). 
akb. 39642 C.F.R. §1001.952(c)(2). 
akc. 39742 C.F.R. §1001.952(c)(4). 
akd. 39842 C.F.R. §1001.952(c)(5).
ake. 39942 C.F.R. §100).952(c)(6). See also 64 Fed. Reg. 63,518, 63,524 (1999) (the test is “not whether

a business arrangement is lawful, but whether it serves a commercially reasonable business purpose, that is, whether
the space and equipment leased or services purchased have intrinsic commercial value to the lessee or purchaser”).

akf. 40042 C.F.R. §1001.952(c)(3).

akg.

akh. “compensation  for  the  services  of  the  agent,”  and not  have  that  payment  considered
“remuneration”  under  the  anti-kickback statute,  if  all  of  the  following conditions  are
satisfied:

1. the agency agreement is in writing and signed by both parties;401

2. the agency agreement covers all of the services the agent provides to the principal for the
term of the agreement and specifies the “services to be provided by the agent”;402

3. if the agreement is for “periodic, sporadic, or part-time” services, the agreement specifies
“exactly the schedule of such intervals, their precise length and the exact charge for such
intervals”;403

4. the agreement is for at least I year;404

5. the total compensation to be paid the agent is “set in advance,” is “consistent with fair
market value in arm’s-length transactions,” and does not take into account “the volume or



value of any [Medicare/ Medicaid] referrals or business otherwise generated between the
parties”;405

6. the services required of the agent  do not “involve the counselling or promotion of a
business arrangement or other activity that violates any State or Federal law”;406 and

7. the  services  contracted  for  do  not  exceed  those  that  are  reasonably  necessary  to
accomplish the commercially reasonable business purpose of the services.407 

aki.

akj.

akk.

akl.

akm.

akn.

ako.

akp. _________________
akq. 40142 C.F.R. § 1001.952(d)(1).
akr. 402242 C.F.R. §1001.952(d)(2).
aks. 40342 C.F.R. § 1001.952(d)(3). This provision regarding part-time services mirrors that for part-

time space and equipment rentals; although the purpose behind this requirement is identical to that in those two
other safe harbors,  the choice of language would seem to be quite poor and unrealistic.  One can, for example,
specify with some precision the narrow interval  when a particular space is to lx- used on a part-time basis.  A
physician legitimately hired on a part-time basis to provide bona tide consulting services to a health care business
may not. However,  provide such services according to a fixed or precise schedule of intervals. Indeed, one can
readily envision a nursing home that employs a specialist physician on tin as-needed basis to provide health care for
residents as they require such socialized care: in tiny given week, the time worked could legitimately vary from zero
hours to many hours, without any ability in advance to predict the amount of work required li would seem counter lo
the purposes of the safe harbor to exclude such an agreement from the protections afforded by the sale harbor simply
because title interval lo be worked by the physician cannot lx- "exactly” specified. See 56 Fed. Reg. 35,952, .35,973
(1991) ("Numerous commentators... argued that furnishing professional services and leasing space and equipment
on an 'as needed' bests are commercially acceptable, cost- effective business practices that should be protected so
long as the rate of compensation is commercially reasonable.”).

akt. 40442 C.F.R. §1001.952(d)(4). See 56 Fed. Reg. 35,952, 35,973 (1991) ("We included the one year
rule limitation in these provisions because we are concerned about abuse resulting from periodic renegotiation of
ostensibly short term agreements, in response to changes in referral patterns.”).

aku. 40542 C.F.R. § 1001.952(d)(5).
akv. 40642 C.F.R.  §1001.952(d)(6).  This  provision would seem to be unnecessary;  indeed,  it  seems

highly unlikely that two parties to a personal services agreement would in writing in a contract specify that the agent
must perform services for the principal that are in violation of a federal or state law.

akw. 40742 C.F.R. §1001.952(d)(7).

akx.

aky. There  is  significant  potential  for  “abuse  inherent  in  part-time  relationships  between
parties  in actual  or potential  referral  relationships.”408  Indeed,  that  the parties  “had” a
consulting  relationship  is  often  used  as  a  cover  for  an  illicit  referral  arrangement .409

Accordingly, the OIG limited this safe harbor protection to those contracts and leases that
“set forth the timing frequency, and length of services or intervals of use.”410 That an
agreement for part-time services does not specify precisely the interval does not mean



that it is in violation of the anti-kickback statute; it simply means that such an agreement,
although potentially still legal, will not benefit from protection in this safe harbor.411

akz.

ala. This criminal/exclusion safe harbor differs from the Stark civil safe harbor in the
same manner as the two lease of space and equipment rental sale harbors, discussed above.

alb.

alc. I. Sale of Practice

ald. A commonly perceived “kickback threat” is in the area of sales of practices.412 It is
often  the  case  that  when  one  physician  purchases  another’s  practice,  or  when  a  hospital
purchases a physician’s practice, the seller will, after the sale, he in a position to make referrals
to the buyer. The seller may remain in the business area or community and may continue to have
significant name recognition, and thus can be expected to continue to receive referrals. Given
that these post-sale referrals have potential value to the buyer, an incentive exists for the buyer to
pay for this referral stream, in violation of the anti- kickback statute.413 Indeed, the fair market
value of a medical practice may be difficult to measure, making it hard to determine whether any
portion of the sales price is for the value of future referrals.

ale.

alf. Nonetheless, a narrow safe harbor exists for sales of practices that do not include
payments for promises of future referrals.414 The safe harbor imposes

alg.

alh.

ali. _______________
alj. 40856 Fed. Reg. 35,952, 35.974 (1991).
alk. 409See. e.g.. United Slates v. Vaghela. 169 F.3d 729, 731 (11th Cfc 1999) (during the government’s

investigation of a kickback arrangement between an office manager of a medical practice and the president of a
laboratory,  the  two  met  and  “drafted  and  signed  a  contract,  backdated  to  August  1993,  stating  that  all  of
Extendicare’s payments to Vaghela had been made in exchange for Vaghela’s ‘consulting services’”).

all. 410 56 Fed. Reg. 35,952, 35,974 (1991).
alm. 411 See id. (“[P]art-time leases or service arrangements that do not meet safe harbor standards need

to be analyzed on a case-by-case basis under the statute.”).
aln. 412Compare 56 Fed. Reg. 35.952. 35.953 (1991) (“A safe harbor provision was proposed for the

sale of physician practices when occurring as the result of retirement or some other event that removes the physician
from the practice of medicine or from the service area in which he or she was practicing, but not when the sale is for
the purpose of obtaining an ongoing source of patient referrals.").

alo. 413A practice purchased together with a promise to make future referrals to the buyer hits more
value than a practice without such a promise. Paying for that promise, where the patients include Medicare and
Medicaid program beneficiaries, is illegal.  See 56 Fed. Reg. 35,952, 35.975 (1991) (”[H]ospitals often purchase
physicians' practices in order to ensure the hospital of a steady stream of referrals. We continue to believe that such
practices  lead  to  increased  program  costs  and  potential  conflicts  between  the  patient's  best  interests  and  the
physician’s business relationship to the hospital.").

alp. 414442 C.F.R. § 1001.952(e).  The similar Stark safe harbor regarding “isolated transactions” is
described in Chapter 7, Section III.B.5

alq. differing requirements for sales taking place in an underserved area and all other sales.
As to all other sales, the safe harbor contains only two requirements:

1. that  the  period  of  time  from  the  first  agreement  regarding  the  proposed  sale  to
consummation of the sale not exceed 1 year;415 and



2. that the seller “will not be in a professional position to make referrals to, or otherwise
generate business for,” the purchaser “after one year from the date of the first agreement
pertaining to the sale.”416

alr. For sales of a practice in a medically underserved area, the time period for the sale is
extended to 3 years, 417 and the following additional conditions must be satisfied:

1. the practice must be sold to a hospital “or other entity”;418

2. the  practice  must  be  located  in  a  health  professional  shortage  area  (HPSA),  for  the
practitioner’s specialty;419

3. the  purchasing  hospital  or  entity  must  “diligently  and  in  good  faith  engage  in
commercially reasonable recruitment  activities” that may “reasonably be expected” to
result in the recruitment of a new practitioner within 1 year420 and that will comply with
the practitioner recruitment safe harbor.421

als. It is important to note that this safe harbor does not require, as do other safe harbors, that
the sales price of the practice not take into account, or not be at all inflated by,  the value or
volume of any expected stream of future referrals. It requires only that the seller “not be in a
professional  position”  to  make such referrals.  For the practitioner  and his or her client,  this
distinction can be crucial. For the physician who is selling his or her practice and moving from
the area, this condition can be satisfied easily. For the physician who remains in the same market
area and continues with his or her professional life in some other capacity, the ability to make
referrals  to  his  or  her  old  practice  will  of  necessity  be  present.  Accordingly,  for  such
professionals, this safe harbor will not afford any protection.422

alt. J. Referral Services

alu. As with any other line of business, within the health care services arena there is a
market for referral services: someone to whom a patient can go (or to whom a patient’s physician
can refer the patient) to help him or her find a

alv.

alw.

alx.

aly.

alz. ____________
ama. 41542 C.F.R. §1001.952(e)(l)(i).
amb. 41642 C.F.R. §1001.952(e)(l)(ii).
amc. 41742 C.F.R. §1001.952(e)(2)(i).
amd. 41842 C.F.R. §1001.952(e)(2).
ame. 41942 C.F.R. §1001.952(e)(2)(iii).
amf. 42042 C.F.R. § 1001.952(e)(2)(iv)(A).
amg. 42l42 C.F.R. §1001,952(e)(2)(iv)(B).
amh. 422The absence of safe harbor protection does not mean that the sale of a practice by a physician

who remains in a position to make referrals is prohibited; it simply means that the sale will not automatically be
sheltered, and will remain subject to the prohibitions of the antikickback statute.

ami. particular health care service or item. This safe harbor provides a very narrow protection
for such businesses.423 Perhaps the most important requirement in this safe harbor is that
the referral service may not charge the provider an amount that is premised in any way
upon the volume or value of the referrals; instead, charges must be based simply upon the



cost of providing the referral service. Referral services that disregard this requirement run
a serious risk of criminal prosecution, as a payment based upon a percentage of the value
of the referral of a Medicare patient falls squarely within the prohibitions of the anti-
kickback statute.424

amj. This  safe  harbor  imposes  restrictions  on  the  relationships  between  both  the
referral service and its provider-participants and the referral  service and its patient-customers
(persons it  refers to its provider-participants).  According to this safe harbor, an individual or
entity may serve as a referral service for another person or entity,  and be paid for that work,
without that payment  being considered “remuneration” under the anti-kickback statute,  if the
following  requirements  are  satisfied  in  the  relationship  between  the  referral  service  and  its
provider-participants:

1. any provider who meets the conditions for participation in the referral service is allowed
to participate;425

2. charges  by  the  referral  service  to  provider-participants  are  “assessed  equally,”  are
“collected equally,” and are “based only on the cost of operating the referral service426

and not  on  the  volume or  value  of  any [Medicare/Medicaid]  referrals  to  or  business
otherwise generated by either participant for the other one”;427 and

3. the referral service imposes no requirements regarding the manner in which participants
provide services or items to any patient referred by the service to the participant, except
that  the  service  may  require  that  the  participants  not  charge  patients  referred  by  the
service to the participant more than the participant charges its other patients.428

amk. Regarding the relationship between the referral service and its patient- customers,
the service must disclose the following to each patient-customer:

1. the “manner in which it selects the group of participants in the referral service to which it
could make a referral”;429

2. whether the provider-participants in the service have paid a fee for that participation;430

aml.

amm.

amn.

amo.

amp.

amq.

amr.__________
ams. 42342 C.F.R. §1001.952(1).
amt.424See, e.g., United States v. Hamparian, Cr. No. 98-10197-PBS (D. Mass. 1998).
amu. 42542 C.F.R. §1001.952(f)(1).
amv. 426Although this section does not so slate, and in fact simply uses the phrase “cost,” one must

assume that the safe harbor will include a reasonable profit to the service for its operations.
amw.  42742 C.F.R. §1001.952(f)(2). See also 64 Fed. Reg. 63,518, 63,526 (1999).
amx. 42842 C.F.R. §1001.952(f)(3).
amy. 42942 C.F.R. §1001.952(f)(4)(i).
amz. 43042 C.F.R. §1001.952(f)(4)(ii).

ana.



anb.

anc.

3. the  manner  in  which  the  referral  service  has,  from  its  group  or  pool  of  provider-
participants, selected a particular provider for the patient-customer;431

4. “the nature of the relationship”  between the referral  service and its  group or pool of
provider-participants;432

5. the nature of any “restrictions” by which the referral service could “exclude” a provider-
participant from continuing as a participant in the referral service.433

and.In advising CLIENT if he were to consider entering into a contract to provide or purchase
such services, counsel should urge not only strict compliance with the safe harbor, but
vigilance during the performance of the contract to ensure no deviation in behavior. By
their  very  nature,  these  types  of  contracts  involve  payments  for  referrals  and  are
especially sensitive and prone to abuse.

ane. K. Warranties

anf. Many of the fees that Medicare pays  for items or services are based upon the
provider’s cost in delivering that item or service, or are periodically adjusted to reflect changes in
costs (as with the DRG payments). Providers of items and services may receive discounts and
rebates under product warranties for items that they purchase from a manufacturer. “[W]arranties
generally benefit consumers as well as the Medicare and Medicaid program, even though they
may constitute a technical violation of the statute.”434 There is, accordingly, a safe harbor that
excludes certain warranty payments from the statutory definition of a “remuneration.”435 The safe
harbor imposes obligations on both the buyer and the manufacturer. To qualify for safe harbor
protection, the buyer must:

1. “fully and accurately report any price reduction for the item (including any free item)
which was obtained as part of the warranty in the applicable cost reporting mechanism or
claim for payment”;436 and

2. provide,  upon  request  by  the  Secretary  or  a  state  agency,  the  information  that
manufacturers must report (as listed below).437

ang. For the manufacturer to qualify for safe harbor protection:

1. where the price reduction is known at the time of the sale, the manufacturer must “fully
and accurately report  the price reduction” on the invoice and inform the buyer  of its
obligation to report that reduction to the Medicare/Medicaid programs;438

anh.

ani.

anj.

ank. ____________________

anl. 43142 C.F.R. § 1001.952(f)(4)(iii).
anm. 43242 C.F.R. §1001.952(f)(4)(iv).
ann. 43342 C.F.R. §100l.952(f)(4)(v).
ano. 43456 Fed. Reg. 35,952, 35,977 (1991). 



anp. 43542 C.F.R. § 1001.952(g).
anq. 43642 C.F.R. §1001.952(g)(1).
anr. 43742 C.F.R. § 1001.952(g)(2).
ans. 43842 C.F.R. §100l.952(g)(3)(i).

ant.

anu.

2. where the price reduction is not known at the time of the sale, the manufacturer must
“fully and accurately report the existence of a warranty” on the invoice or statement,
inform the buyer that the buyer has an obligation to report any future price reductions to
the  Medicare/  Medicaid  programs,  and,  when  the  price  reduction  becomes  known,
“provide the buyer with documentation of the calculation of the price reduction”;439 and

3. the  manufacturer  may  not  pay  any  remuneration  to  anyone  (“other  than  a
[Medicare/Medicaid program] beneficiary”) or to any entity for any “medical, surgical, or
hospital expense incurred by a beneficiary other than the cost of the item itself.”440

anv. It needs to be reiterated that for this safe harbor to apply, not only must the purchaser
meet the restrictions, but the manufacturer of the product must meet the restrictions as well.441

Counsel must emphasize this uncertainty to CLIENT, and, in its negotiations on warranty terms
with a manufacturer, CLIENT should include a requirement that the manufacturer comply with
the ministerial terms of this safe harbor.

anw. L. Practitioner Recruitment

anx. This safe harbor442 insulates remuneration made by an entity to a practitioner to
relocate the primary place of his or her practice to an HPSA443 for “his or her specialty.” Among
other conditions set forth in the safe harbor are the following. The amount of the payment may
not  vary “in any manner”  based upon the  volume of expected  referrals  or  business that  the
practitioner  might  generate  for the entity  making the  payment.444 The agreement  must  be in
writing and must not include a requirement that the practitioner, as a condition to the relocation
payment,  “make referrals  to,  be in a position to make or influence referrals  to,  or otherwise
generate business for” the entity making the payment.445 The agreement also may not restrict the
practitioner’s ability to establish staff

any.

anz.

aoa.

aob.

aoc.

aod.

aoe. ______________
aof. 43942 C.F.R. §1001.952(g)(3)(ii).
aog. 44042 C.F.R. §1001.952(g)(4). This provision was added to the safe harbor because the inspector

general  was  concerned  that  “such  direct  payments  are  potentially  abusive  because  the  health  care  provider  or
practitioner knows that the warranty insures against beneficiaries’ bad debts.” 56 Fed. Reg. 35,952, 35,977 (1991).

aoh. 441For almost every other safe harbor,  the conditions of the safe harbor can be satisfied if  the
physician or other provider-client ensures that his or her or its behavior is in compliance with each element of the
safe harbor. Thus, for lease of space, if the lessee takes care to ensure that it pays fair market value not affected by
any referrals, that the lease is in writing and is signed and extends for more than 1 year, and that the premises are
fully described in the lease— all matters within the control of the lessee—then the safe harbor applies. Here, even if



the buyer fulfills its obligations—takes care of those matters under its control—if the manufacturer fails to make the
required invoice disclosures, the safe harbor does not apply regardless of the good faith or intent of the buyer.

aoi. 44242 C.F.R. §1001.952(n).
aoj. 443Defined in 42 U.S.C. §254e. See also 42 C.F.R. §411.351.
aok. 44442 C.F.R. § 1001.952(n)(6).
aol. 44542 C.F.R. §100l.952(n)(4).

aom.

aon.privileges with,  refer any service to,  or “otherwise generat[e]  business” for any other
entity.446 For  a  practitioner  leaving an established practice,  at  least  75 percent  of  the
patients of the new practice must not be patients “previously seen by the practitioner at
his or her former practice”447 and at least 75 percent of the patients of the new practice
must be generated from patients residing in the HPSA448 or a “medically underserved
area”449 or who are part of a “medically underserved population.”450 The practitioner must
also  agree  to  treat  patients  insured  by  any  federal  health  care  program  in  a
nondiscriminatory manner.451

aoo. The  inspector  general  has  observed  that  physician  recruitment  “is  an  area
frequently subject to abusive practices.”452 It is noteworthy that HHS narrowed the reach of this
safe harbor to include relocation expenses paid to a doctor only for relocation to serve areas of
the country, or populations, that are medically underserved.453

aop.M. Obstetrical Malpractice Insurance Subsidies

aoq. This narrow, but lengthy, safe harbor454 shields from prosecution (and program
exclusion) remuneration paid “by a hospital or other entity” to “another entity” that is providing
malpractice insurance,  where the remuneration is used to pay for some or all  of the costs of
malpractice insurance premiums for a practitioner engaged in obstetrical practice (with certain
restrictions) in either a “medically underserved area”455 or an HPSA.456 Practitioners, as defined
in this safe harbor, include midwives.457 Payments made directly to the practitioner, even if made
for  the  purpose  of  paying  malpractice  insurance,  are  not  protected  by this  safe harbor.  The
payments may not vary depending on the volume of

aor.

aos.

aot.

aou.

aov. __________________
aow. 44642 C.F.R. §1001,952(n)(5).
aox. 44742 C.F.R. §1001.952(n)(2). See 64 Fed. Reg. 63,518, 63,542 (1999) (“A dollar volume standard

is necessary to ensure that safe harbor protection is granted only to new practitioners and those genuinely relocating
and starting new practices.”).

aoy. 448Defined in 42 U.S.C. §254e. See also 42 C.F.R. §411.351.
aoz. 449Defined in 42 C.F.R. § 1001.952(a).
apa. 450 Id.
apb. 45142 C.F.R. § 1001.952(n)(7).
apc. 45264 Fed. Reg. 63,518, 63,543 (1999).
apd. 453 64 Fed. Iteg. 63,518, 63.541 (1999) ("The intent of the .. . safe harbor is to promote beneficiary

access to quality health care by permitting communities that have difficulty attracting needed medical professionals
to offer inducements to those professionals without running afoul of l he anti-kickback statute. This safe harbor is
intended to apply only to areas with a demonstrated need for practitioners and only to practitioners who actually
serve the residents of such areas.").



ape. 45442 C.F.R. §1001.952(0). See 64 Fed. Reg. 63,518, 63,545 (1999) (“This safe harbor is intended
to facilitate  excess  to  obstetrical  services  for  Federal  health  care  program beneficiaries  in  primary  care  health
professional shortage areas by protecting from the reach of the antikickback statute subsidized malpractice insurance
for practitioners who are primarily engaged in obstetrical practices in those areas.”).

apf. 455Defined in 42 C.F.R. §1001.952(a).
apg. 456Defined in 42 U.S.C. §254e. See also 42 C.F.R. §411.351.
aph. 457 Id.

api.

apj. previous or expected referrals by the practitioner to the entity making the payments.458

apk. N. Cooperative Hospital Service Organizations

apl. This safe harbor insulates payments made between a “cooperative hospital service
organization” (CHSO) and a “patron hospital”459if the payments are made “for the purpose of
paying the bona fide operating expenses”460of the CHSO, or made by the CHSO “for the purpose
of paying a distribution of net earnings.”461

apm. O. Referral Arrangements for Specialty Services

apn. This safe harbor462 shields “exchange[s] of value among individuals and entities”
where one person or entity refers a patient for specialty services to another person or entity, in
return  for  an  agreement  to  refer  that  patient  back  at  a  “mutually  agreed  upon  time  or
circumstance.”'463Such  payments  are  protected  within  the  safe  harbor,  if  the  following  four
conditions are satisfied:

1. the “mutually agreed upon time or circumstance” is “clinically appropriate”;464

2. the original referral is made for a service not within the medical expertise of the referring
individual or entity;465

3. no payment is made for the referral, and global fees from a federal health care program
are not shared or split;466 and

4. unless  the  parties  belong  to  the  same  group  practice,  the  “only  exchange  of  value”
between them is the remuneration received from any source “compensating the parties for
the services they each have furnished to the patient.”467

apo.This safe harbor covers such situations where “a primary care physician and a specialist
(to whom the primary care physician has made a referral) may agree that, when their
patient reaches a particular stage of recovery, the primary care physician should resume
treatment of the patient.”468

app.

apq.

apr.

aps.

apt.

apu.

apv.

apw. _________________



apx. 45842 C.F.R. §100 1.952(G)(5).
apy. 459Both of  those terms are defined in the internal  Revenue Code of  1986, §501(e);  42 C.F.R.

§1001.952(q).
apz. 46042 C.F.R. § 1001.952(q)(1).
aqa. 46142 C.F.R. §1001.952(q)(2).
aqb. 46242 C.F.R. § 1001.952(s).
aqc. 463Id.
aqd. 46442 C.F.R. §1001,952(s)(1).
aqe. 46542 C.F.R. § 1001.952(s)(2).
aqf.  46642 C.F.R. § 1001,952(s)(3).
aqg. 46742 C.F.R. § 1001.952(s)(4).
aqh. 46864 Fed. Reg. 63,518, 63,547 (1999).
aqi.
aqj.

aqk. V. SANCTIONS

aql. In addition to the various criminal laws that prosecutors can use against CLIENT and
those who violate the anti-kickback statute, there also are two pertinent CMP prohibitions that
can be used. First, 42 U.S.C. §1320-7a(a)(5) provides that any person469 who:

1. offers or transfers

2. remuneration

3. to any individual eligible for Medicare program benefits, or eligible for benefits under a
state health care program,470

aqm. where that person:

1. knows or should know471 that the offer or transfer of remuneration

2. is  likely  to  influence  such  individual  to  order  or  receive  from a  particular  provider,
practitioner, or supplier

3. any item or service for which payment may be made in whole or in part by either the
Medicare program, or by a state health care program472

aqn.shall  be  subject  to  a  CMP  of  “not  more  than  $10,000  for  each  item  or  service
[provided],”473 as well as no more than three times “the amount claimed for each item or
service in lieu of damages sustained by the United States or a State agency because of
such claim.”

aqo.

aqp. Unlike  the  criminal  statute,  this  section  does  not  impose  broad  CMPs for  all
payments made to induce any person to order a good or service from someone else, where that
good or service is paid for by the Medicare program. Rather, for this sanction to be imposed, the
payment in question must be made to the program beneficiary. Thus, for example, the payment
by an orthopedic surgeon to a primary care physician to induce the referral of Medicare-insured
patients needing orthopedic care to the surgeon would not fall within the prohibitions of this
section.

aqq.



aqr. “Remuneration” is defined to “include the waiver of coinsurance and deductible
amounts,” and “transfers of items or services for free or for other than fair market value.”474

Although there are differences in the use of the term
aqs.

aqt.

aqu._______________
aqv. 469Except  a  program  beneficiary,  defined  in  42  U.S.C.  §1320a-7a(i)(5)  to  be  a  person,  not  a

“provider, supplier, or practitioner,” who is “eligible to receive items or services for which payment may be made
under a Federal health care program.”

aqw. 470Defined in 42 U.S.C. §l320a-7(h) to include the state Medicaid plans (subchapter XIX, “Grants
to States for Medical Assistance Programs”) and any programs funded through either subchapter V or subchapter
XX of the Social Security Act.

aqx. 47lDefined in 42 U.S.C. §1320a-7a(i)(7) to mean “acts in deliberate ignorance of the truth or falsity
of the  information”  or  “acts  in  reckless  disregard  of  the truth or  falsity  of  the information.”  Furthermore,  the
government need not show proof of specific intent to defraud. Id.

aqy. 472The practitioner should note that in this section, the term "federal health care benefit program”
as defined in 18 U.S.C. §24(a) is not used in lieu of references to the Medicare program and that accordingly the
imposition of CMPs is so limited.

aqz. 473Allhough the statute does not use the term “provided,” that term must be inferred here.
ara. 47442 U.S.C. § 1320a-7a(i)(6).

arb.

arc.

ard. “remuneration”  between  the  civil  and  criminal  statutes,475 and  although  the  civil
definition is not without ambiguity,476 it is reasonable to conclude that the term has the
same meaning in the two adjacent statutes.477

are.

arf. 42 U.S.C. §1320a-7a also contains a lengthy description of what remuneration
does not include.478 Because this exclusion is relevant, and indeed already has been the subject of
one advisory opinion,479 it is detailed here at length. “Remuneration,” as used in the CMP statute,
excludes three enumerated items. First, that definition excludes the waiver of coinsurance and
deductible amounts if the waiver is not offered as part of any advertisement or solicitation, if the
person making the waiver does not “routinely” waive such payments, and if that person:

arg.

1. waives the coinsurance and deductible amount after concluding “in good faith” that the
individual is “in financial need”;480 or

2. fails to collect such amounts “after making reasonable collection efforts”;481

arh. Second, that definition excludes “differentials in coinsurance and deductible amounts as a
part of a benefit plan design”:

ari. so long as those differentials have been disclosed in writing to all beneficiaries,
third party payers and providers and so long as the differentials meet certain standards
set forth by the Secretary by regulation.482

arj.

ark. Third, the definition excludes “incentives given to individuals to promote the delivery of
preventive care.”483

arl.



arm. 42 U.S.C. §l320a-7a(b) provides for the imposition of CMPs where payments tire
made not to influence the selection of a provider, but to discourage the provision of services to
Medicare or Medicaid program beneficiaries. Thus, that section provides that if:

arn.

aro.

arp. ______________
arq. 475Although in the criminal  statute  the term "remuneration”  is  followed by a  parentheses  that

provides that remuneration “include[es| any kickback, bribe, or rebate." that phrase does not appear in 42 U.S.C. §
1320a-7a. That clause also does not appear,  as noted above, in the definition of “remuneration” set forth in 42
U.S.C. §l395nn (the Stark safe harbor provisions). Rather, neither §l320a-7a nor §l32()a-7b define "remuneration,”
other than to list specific items that must be included in its normal meaning (kickbacks, bribes, and rebates in the
criminal statute, and waivers of coinsurance and deductible amounts, and free services, in the civil statute). It is the
authors’ view that the definition of “remuneration” in the two sections is intended by Congress to be equivalent and
that the specific items were listed in the “including” clauses for purposes of special emphasis and clarity and not
with the intent to exclude other no listed items of remuneration.

arr. 476lt does not define "remuneration” but simply lists a few items included within its definition.
ars. 477There are no reported decisions either rejecting or endorsing this conclusion.
art. 47842 U.S.C. §l320a-7a(i)(6).
aru. 479HHS OIG Advisory Op. No. 98-6 (May I, 1998). See Chapter 8, Section III.B.6.
arv. 48042 U.S.C. §l320a-7a(i)(6)(A)(i).
arw. 48142 U.S.C. § 1320a-7a(i)(6)(A)(ii).
arx. 48242 C.F.R. §l320a-7a(i)(6)(C).
ary. 48342 C.F.R. §l320a-7a(i)(6)(D).
arz.

1. a hospital or rural primary care hospital

2. knowingly makes a payment, directly or indirectly,

3. to a physician

4. as an inducement to reduce or limit services provided with respect to individuals who are
entitled to Medicare Part  A or Part  B benefits,  or to benefits  under a state Medicaid
program and are under the direct care of the physician,

asa. then that hospital is subject to a CMP of not more than $2,000 for each such individual to
whom such payment  is  made.  A physician  who knowingly accepts  such payments  is
subject to no more than a $2,000 CMP for each individual as to whom such payments
apply.

asb. There  is  no  body  of  case  law  interpreting  the  provisions  of  this  statutory
prohibition. This section, by its terms, exposes hospitals and physicians to significant penalties
for any financial reward program that has the intention to reduce the level of Part A and Part B
services provided by a physician. Thus, for example, if a hospital were to establish a financial
incentive program that would pay money to a physician to reduce the average length of stay for
his or her inpatient referrals by a certain amount from one-time period to the next, that hospital
as well as the physician could be subjected to the CMP sanction set forth here. Note that this
statutory prohibition, however, does not apply to HMOs.

asc. VI. STATE STATUTES



asd. Numerous  states  have  enacted  local  counterparts  to  the  federal  anti-kickback
statute. Appendix D presents a table listing these statutes and identifying in general form their
dissimilarities with 42 U.S.C. §1320a-7b(b).

ase.

asf. A factor common to scheme-to-defraud prosecutions is the presence or absence of
a duty to disclose. Frequently,  a core fact in a mail or health care fraud case is the failure to
disclose some fact; often that failure is defended with the assertion that, although the defendant
(or subject if still in the investigative phase) did not disclose the fact, he or she had no duty to do
so.  Prosecutors should bear in mind that there are a significant  number of state  statutes  that
impose disclosure obligations and duties upon providers with regard to disclosure to patients and
others of ownership and/or investment interests in entities to whom the provider has referred the
patient for health care. In any kickback case, whether brought pursuant to 42 U.S.C. §1320a-7b,
the health care fraud statute, or the mail fraud statute, this failure to disclose in the presence of a
clear obligation to do so can present evidence of willfulness on the part of the provider as regards
receipt or payment of the alleged kickback. Appendix D also sets forth a sampling of various
state  statutes  that  impose  the  obligation  of  disclosure.484 In  any  kickback  investigation,
consideration  must  be  given  to  exploring  whether  the  provider  in  fact  disclosed  a  financial
conflict of interest

asg.

ash.

asi.

asj. _____________
ask. 484Prosecutors  should bear  in mind that  there  is  little  consistency,  even within a state,  on the

obligations imposed upon particular categories oi' health care providers. Thus, the statutory obligations imposed on
psychologists regarding payment of referral fees may be different from the

asl.

asm.

asn. to  his  or  her  patients  when recommending  or  referring  them to  another  provider  for
additional  care or services. Such investigative activities may well  readily demonstrate
willfulness on the part of the provider: a deliberate failure to disclose an apparent conflict
of interest to patients. Such investigative activities, however, intrude significantly into the
patient-provider  relationship  and  the  costs  from  such  intrusion  must  be  assessed  in
evaluating the need for and relative importance of such evidence.

aso. Any attorney seeking to advise a client like CLIENT regarding potential criminal
or civil exposure from a proposed referral arrangement should review the statutes in all states in
which  the  conduct  is  planned  to  occur.  The  elements  in  the  various  state  statutes  differ
dramatically,  both  with  respect  to  the  intent  that  must  be  proven  (from  “purposefully”  to
“knowingly and willfully” to statutes that contain neither of these terms) and the scope of health
care that is covered (from all care to only care provided for by Medicaid). Many state statutes
were adopted prior to the amendment of §1320a-7b(b) that inserted the terms “knowingly” and
“willfully.” Accordingly, the state prohibitions against payment of remuneration for the referral
of health care services and items could well be considerably broader than the federal provisions.
Moreover, some states require written disclosure to patients and others do not; those differing
burdens may impose difficult and contradictory obligations on providers operating in numerous
jurisdictions.485



asp. VII. IMPLICATIONS FOR COUNSEL

asq. The investigation for proof of a violation of the antikickback statute can be a
difficult and complex undertaking. Some cases are quite clear: Where there is no prior or existing
legitimate  relationship  between  the  payer  and  the  payee  to  justify  payments,  proof  of  the
payments  may  be  all  the  government  need  show.  Where  there  is  an  existing,  legitimate
relationship, the investigation then becomes a hunt for proof that the payments were made for an
illicit purpose—to induce a referral—rather than as a part of the legitimate relationship. This
analysis by the prosecutor may be clouded by the presence of transactional counsel advising the
parties  on their  legitimate  relationship;  that  advice  of counsel  often becomes a  defense to  a
charge of an anti-kickback statute violation (e.g., “Smith and Jones had an attorney look at the
relationship and they were told that it was okay; thus, regardless of what may have transpired,
they had no intent [(see supra Section III.D.)] to violate the statute.”).

asr. For the most  part,  the  cases  that  have been prosecuted  to  date  have involved
“historical  proof”—evidence  of  intent  through  documents,  witness  recollections,  and  by
inference from conduct—rather than, for example, proof from tape recordings of the participants’
conversations. Given that reliance on historical proof, many investigations and prosecutions have
foundered on the core 

ass. __________
ast. obligations imposed upon dentists, chiropractors, or physicians. Appendix D includes examples of these

differences as well.
asu. 485Indeed, that some states require that a physician make disclosure to a patient of any financial

interest that he or she may have in referring the patient was discussed by the OIG in Advisory Op. No. 98-12 (Sept.
16, 1998). See Chapter 8, Section III.D.2.

asv. issue of intent. Because of disagreement among the courts regarding the statutory meaning of “knowing
and willful,” the actual trials of kickback cases have led to inconsistent results.

asw.

asx.

asy. A noteworthy example is the Caremark cases.486 In those cases, Caremark, Inc., a
provider of home infusion services  and a distributer  of a human growth hormone known as
Protropin,  pled  guilty  to  mail  fraud  charges  in  two  federal  courts.  Those  criminal  charges
included  allegations  that  it  had  made  payments  to  physicians  to  induce  referrals.  In  Ohio,
Caremark admitted that it had “entered into a scheme” to increase the number of patients referred
to it by physicians “by paying money to and conferring other benefits upon referral sources . . .
in order to induce them to refer patients to” Caremark.487 Physicians were offered money and
other benefits through so-called “Quality Service Agreements,” consulting agreements, research
grants, partnerships, and joint venture opportunities; the more potential a physician had to make
referrals, the more lucrative the financial arrangement that Caremark offered to that physician.488

Internally, Caremark encouraged its employees to solicit referral sources “by establishing quotas
and goals for the number and type of financial arrangements to be entered into with doctors and
other referral sources”; those commissions were based in part upon “the profits generated as a
result of the referrals.”489 Earnings gained from the referring physicians were tracked; "to induce
referrals,”  physicians  were  given  "free  nursing  staff....  fax  machines,  computers,  cellular
telephones, and payments for expenses to attend conferences.”490 In giving research grants to
physicians,  Caremark "did not require the doctor to perform substantial  research,  but instead
made  the  payments  with  an  intent  to  induce  referrals.  ”491 joint  ventures  with  physicians,



Caremark,  as  an  inducement  to  make  referrals,  “offered  the  doctor  a  favorable  investment
opportunity and allowed the doctor a greater amount of the profits than the doctor’s contribution
to the partnership warranted.”492

asz.

ata. The  Ohio  case  detailed  eight  arrangements  that  Caremark  entered  into  with
physicians to induce their referrals by making payments to the physicians that exceeded the “fair
market value for the services actually provided.”493 The monies paid to physicians to “induce
referrals” ranged from $16,500 to $3.5 million. One such alleged relationship involved a series
of  consulting  agreements  with  a  Dr.  Elliot  Neufeld  of  Columbus,  Ohio;  according  to  the
allegations, Neufeld was paid $120,000 over a period of 3 years and was provided with nurses, a
computer, and a fax machine.

atb.

atc. Similarly, in Minnesota, Caremark admitted that it had entered into a scheme with
physicians to “increase the number of patients referred ... for

atd.

ate.

atf.

atg.

ath.

ati. _________________
atj. 486United States v. Caremark, Inc., Cr. No. 95-86M (S.D. Ohio June 16, 1995); United States v. Caremark,

Inc., Cr. No. 4-94-95, 1995 WL 422157 (D. Minn. June 16, 1995).
atk. 487United States v. Caremark, Inc., Cr. 95-86M (S.D. Ohio June 16, 1995), Criminal Information, para. 3.

488Id.
atl. 489 Id., Criminal Information at paras. 7-10. 
atm.490Id., Criminal Information at paras. 10-11. 
atn. 491ld., Criminal Information at para. 6. 
ato. 492ld„ Criminal Information at para. 7. 
atp. 493Id.

atq.

atr.

ats.

att. Protropin therapy” by “paying money to and conferring other benefits upon doctors and
other referral sources.”494 In addition to the inducements alleged in Ohio, Caremark was
charged  in  Minnesota  with  calculating  “the  potential  patient  revenue  that  could  be
generated  by  referrals  from  a  particular  doctor”  and  then  offering  that  physician  a
“financial  arrangement  which  paid  the  doctor  an  amount  that  corresponded  to  the
anticipated revenue.”495 The Minnesota case thereafter detailed three unlawful agreements
with physicians  related to the sale  of Protropin,  one of which identified  a Dr.  David
Brown of Minneapolis, Minnesota.

atu.

atv. Of the 11 doctors identified in both states only 2 have been indicted: Dr. Neufeld
in Ohio and Dr. Brown in Minnesota. Dr. Neufeld, tried alone in Ohio, was convicted after a
trial.496 Dr. Brown was charged in Minnesota along with four Caremark executives.497 At the
conclusion of the government’s evidence after a 12-week jury trial,  the district  court entered
judgments of acquittal as to all four Caremark executives on all counts.498 Although Dr. Brown
was convicted,  his conviction was vacated by the district  court because of juror exposure to
Caremark’s guilty pleas and payment of $161 million in fines and settlement payments.499 In



addition, Dr. Brown, although charged with 39 counts of violation of 42 U.S.C. §1320a-7b(b),
was convicted of only 2 counts: The district court acquitted him at trial of 20 counts, and the jury
acquitted him of 17 additional charges.500

atw.

atx. Although  generalized  conclusions  cannot  be  drawn  from  one  series  of
prosecutions,  the  Caremark  cases  are  nonetheless  of  considerable  importance.  First,  the
prosecutions took place shortly after the Hanlester501 decision, and whether that case’s holding
regarding  the  meaning  of  the  term  “willfully”  should  be  applied  became  a  focus  of  each
litigation. In Neufeld, the district court declined to follow Hanlester;502 in the Brown prosecution,
the  district  court  judge  adopted  the  Hanlester  holding  and  so  instructed  the  jury.  With  the
continued legal significance of Hanlester seriously in question following the Supreme Court’s
opinion in Bryan503 in 1998, it is unlikely that future defendants will benefit  from the higher
Hanlester hurdle.

aty.

atz. Second,  although the  Caremark  Corporation  was  itself  convicted  and suffered
significant  financial  penalties,  none  of  its  employees  were  criminally  punished  for  their
participation in the schemes to pay monies to induce referrals from physicians. Indeed, only in
the Minnesota case were any Caremark executives charged, all of whom were acquitted by the
court at the conclusion of one can infer that kickback prosecutions were viewed as difficult, risky
endeavors by prosecutors in the era of the potential applicability of the Ninth Circuit’s decision
in Hanlester. This climate is changing.

aua. __________________
aub. 494United States v. Caremark, Inc.„ Cr. No. 4-94-95, 1995 WL 422157 (D. Minn. June 16, 1995),

Criminal Information at para. 3.
auc. 495Id. Criminal Information at para. 4.
aud. 496United States v. Neufeld, 908 F. Supp. 491 (S.D. Ohio 1995).
aue. 497United States v. Brown, 913 F. Supp. 1324 (D. Minn. 1996), aff’d 108 F.3d 863, 867 (8th Cir.

1997).
auf. 498913 F. Supp. at 1326.
aug. 499 Id. The district court granted a motion for a new trial on that ground.
auh. 500Brown, 913 F. Supp. at 1326.
aui. 501Hanlester Network v. United States, 51 F.3d 1390 (9th Cir. 1995).
auj. 502Neufeld, 908 F. Supp. at 497.
auk. 503Bryan v. United States, 524 U.S. 184 (1998).

aul.

aum. The  Stark  Prohibitions  and  Related
Safe Harbors

A.Legislative History....................................................................................................................................6

B.Administration and Operation..................................................................................................................6

IV.MEDICARE PART B.................................................................................................................................30



A. Eligibility and Enrollment.......................................................................................................................30

C.Payment of Claims Through Carriers......................................................................................................41

V.MEDICARE PART C..................................................................................................................................43

         4.PPs Transfer Project…………………………………………………………  54......................................................47

A. Background............................................................................................................................................51

B. False Claims Act (FCA) Suits and Health Care Fraud...............................................................................54

C.Types of Health Care Fraud Schemes Alleged Under the FCA.................................................................56

III. ELEMENTS OF AN FCA ACTION.............................................................................................................59

A. Claim .....................................................................................................................................................62

2.False Certifications..................................................................................................................................65

D.Damages and Penalties..........................................................................................................................68

IV.QUI TAM PROVISIONS OF THE FCA........................................................................................................71

C.Award to the Relator..............................................................................................................................74

A. Public Disclosure Jurisdictional Bar........................................................................................................75

3. "Original Source”...................................................................................................................................77

B. Suits Against States................................................................................................................................80

VI.IMPLICATIONS FOR COUNSEL................................................................................................................84

VII.RECENT FCA POLICY ISSUES AND ENFORCEMENT INITIATIVES.............................................................86

2.DRG 72-Hour Window Project................................................................................................................89

3.Pneumonia Upcoding Project.................................................................................................................89

4.PPS Transfer Project...............................................................................................................................89

5. The Federal Food, Drug, and Cosmetic Act............................................................................................91

A. Coverage for New Procedures, Drugs, and Devices.............................................................................102

1.Experimental/ lnvestigational (Category A) Devices.............................................................................106

A. Overview.............................................................................................................................................107

B. Purpose of the Act...............................................................................................................................109

C.Drugs....................................................................................................................................................111

A. New Drugs...........................................................................................................................................115

B. Generic Drugs......................................................................................................................................116

aum.The Stark Prohibitions and Related Safe Harbors............................................................................241

533.8. The Anti-Kickback Advisory Opinions............................................................................................278



XXXII.A client has just sought advice regarding a proposed business venture involving multiple parties, 
some of whom are able to control patient referrals among the group, some of whom are paid on a fee-
for-service basis, and some of whom have no direct dealings with the Medicare program. Regardless of 
how the arrangement is viewed, one participant or another gets paid in some fashion related to the 
delivery of health care to patients referred by another participant, and some of those referrals are 
Medicare- and Medicaid-insured patients. Some of the remuneration in the deal qualifies as an 
inducement for the delivery of health care and probably runs afoul of the anti-kickback statute.1.......280

XXXIV.Prior to 1997, a transaction attorney’s only option was to advise the client as best he or she could,
in a relative “enforcement vacuum” with minimal guiding case law. Such advice was often 
unsatisfactorily and routinely riddled with ambiguities and exceptions. The closer the proposed 
arrangement was to the “edge,” the less comforting and sure the advice. Clients could not be certain of 
the legality of their conduct; attorneys could not advise their clients that a deal or proposed 
arrangement passed muster....................................................................................................................280

XXXVI.The health care industry and health care attorneys long criticized the absence of a mechanism to 
seek an advisory opinion from the Department of Health and Human Services (1II IS) in advance of 
entering into a financial or other compensation arrangement between parties who also happen to have 
a referral relationship, as to the legality of (he proposed arrangement. The Health Insurance Portability 
and Accountability Act of 1996 (H1PAA) implemented just such an advisory opinion process.2 As the 
Secretary of HHS noted in the course of implementing the process, advisory opinions were a “means of 
relating the antikickback statute to the particular facts of a specific arrangement.”3............................280

PART IV....................................................................................................................................................383

The Investigation and Charging Decision............................................................................................383

9. The Investigation.................................................................................................................................383

B.Qui Tam Provisions...............................................................................................................................388

C.Grand Jury Secrecy...............................................................................................................................388

3. Psychotherapist-Patient Privilege........................................................................................................413

F.Trash Runs............................................................................................................................................426

G.Obtaining Documents from Witnesses.................................................................................................427

10. The Charging Decision........................................................................................................................435

2. False Statements to the United States, 18 U.S.C. §1001......................................................................440

4. Wire Fraud, 18 U.S.C. §1343................................................................................................................446

9. Obstruction of Criminal Investigations, 18 U.S.C. §1510......................................................................458

Part 5.......................................................................................................................................................470

Settlement and Litigation........................................................................................................................470

LX.b. Permissive Exclusion.......................................................................................................................476

CCLXVII.12. Criminal Trial.........................................................................................................................491

CXCII.A. The Good-Faith Instruction........................................................................................................508



CCXXXII.V. TRIAL STRATEGY...........................................................................................................511

CCXXXIV.A. Prosecution Theory..........................................................................................................511

1. 213

I.

II.

A.Legislative History....................................................................................................................................6

B.Administration and Operation..................................................................................................................6

IV.MEDICARE PART B.................................................................................................................................30

A. Eligibility and Enrollment.......................................................................................................................30

C.Payment of Claims Through Carriers......................................................................................................41

V.MEDICARE PART C..................................................................................................................................43

         4.PPs Transfer Project…………………………………………………………  54......................................................47

A. Background............................................................................................................................................51

B. False Claims Act (FCA) Suits and Health Care Fraud...............................................................................54

C.Types of Health Care Fraud Schemes Alleged Under the FCA.................................................................56

III. ELEMENTS OF AN FCA ACTION.............................................................................................................59

A. Claim .....................................................................................................................................................62

2.False Certifications..................................................................................................................................65

D.Damages and Penalties..........................................................................................................................68

IV.QUI TAM PROVISIONS OF THE FCA........................................................................................................71

C.Award to the Relator..............................................................................................................................74

A. Public Disclosure Jurisdictional Bar........................................................................................................75

3. "Original Source”...................................................................................................................................77

B. Suits Against States................................................................................................................................80

VI.IMPLICATIONS FOR COUNSEL................................................................................................................84

VII.RECENT FCA POLICY ISSUES AND ENFORCEMENT INITIATIVES.............................................................86

2.DRG 72-Hour Window Project................................................................................................................89

3.Pneumonia Upcoding Project.................................................................................................................89

4.PPS Transfer Project...............................................................................................................................89

5. The Federal Food, Drug, and Cosmetic Act............................................................................................91

A. Coverage for New Procedures, Drugs, and Devices.............................................................................102



1.Experimental/ lnvestigational (Category A) Devices.............................................................................106

A. Overview.............................................................................................................................................107

B. Purpose of the Act...............................................................................................................................109

C.Drugs....................................................................................................................................................111

A. New Drugs...........................................................................................................................................115

B. Generic Drugs......................................................................................................................................116

aum.The Stark Prohibitions and Related Safe Harbors............................................................................241

532.8. The Anti-Kickback Advisory Opinions............................................................................................280

XXXII.A client has just sought advice regarding a proposed business venture involving multiple parties, 
some of whom are able to control patient referrals among the group, some of whom are paid on a fee-
for-service basis, and some of whom have no direct dealings with the Medicare program. Regardless of 
how the arrangement is viewed, one participant or another gets paid in some fashion related to the 
delivery of health care to patients referred by another participant, and some of those referrals are 
Medicare- and Medicaid-insured patients. Some of the remuneration in the deal qualifies as an 
inducement for the delivery of health care and probably runs afoul of the anti-kickback statute.1.......282

XXXIV.Prior to 1997, a transaction attorney’s only option was to advise the client as best he or she could,
in a relative “enforcement vacuum” with minimal guiding case law. Such advice was often 
unsatisfactorily and routinely riddled with ambiguities and exceptions. The closer the proposed 
arrangement was to the “edge,” the less comforting and sure the advice. Clients could not be certain of 
the legality of their conduct; attorneys could not advise their clients that a deal or proposed 
arrangement passed muster....................................................................................................................282

XXXVI.The health care industry and health care attorneys long criticized the absence of a mechanism to 
seek an advisory opinion from the Department of Health and Human Services (1II IS) in advance of 
entering into a financial or other compensation arrangement between parties who also happen to have 
a referral relationship, as to the legality of (he proposed arrangement. The Health Insurance Portability 
and Accountability Act of 1996 (H1PAA) implemented just such an advisory opinion process.2 As the 
Secretary of HHS noted in the course of implementing the process, advisory opinions were a “means of 
relating the antikickback statute to the particular facts of a specific arrangement.”3............................282

PART IV....................................................................................................................................................385

The Investigation and Charging Decision............................................................................................385

9. The Investigation.................................................................................................................................385

B.Qui Tam Provisions...............................................................................................................................390

C.Grand Jury Secrecy...............................................................................................................................390

3. Psychotherapist-Patient Privilege........................................................................................................415

F.Trash Runs............................................................................................................................................428

G.Obtaining Documents from Witnesses.................................................................................................429

10. The Charging Decision........................................................................................................................437



2. False Statements to the United States, 18 U.S.C. §1001......................................................................442

4. Wire Fraud, 18 U.S.C. §1343................................................................................................................448

9. Obstruction of Criminal Investigations, 18 U.S.C. §1510......................................................................460

Part 5.......................................................................................................................................................472

Settlement and Litigation........................................................................................................................472

LX.b. Permissive Exclusion.......................................................................................................................478

CCLXVII.12. Criminal Trial.........................................................................................................................493

CXCII.A. The Good-Faith Instruction........................................................................................................510

CCXXXII.V. TRIAL STRATEGY...........................................................................................................513

CCXXXIV.A. Prosecution Theory..........................................................................................................513



IV. 219

5. I. INTRODUCTION

6. Because of the extent to which a physician controls the purchasing options of his
or her patients, federal law regulates patient referrals between a physician and an entity in which
the physician (or an immediate family member) has a financial interest. Stark I—the Ethics in
Patient Referrals Act—was enacted as part of the Omnibus Budget Reconciliation Act (OBRA)
of 1989' and look effect January I, 1992. Stark I addressed the conflicts of interest that can occur
when a physician has a financial relationship with a clinical laboratory services facility and refers
patients  to  that  facility,  and  eliminated  the  ethical  problems  associated  with  such  patient
referrals. Stark 11 was enacted as part of OBRA ’9.V and took effect January 1, 1995. Stark II
amended Stark I to cover referrals for an expanded list of health care services, rather than for just
clinical laboratory services.

7.

8. The Stark law sets forth extensive civil prohibitions on the referrals that a physician can
make, nearly all of which are tied in some way to the factor of financial gain. 1 The law, although
lengthy, is designed to provide bright lines for the physician as a referrer of covered items or
services and the physician

9.

10.

11.

12.

13.



14.

15. ____________

16. 1Ethics in Patient Referrals Act of 1989, §6204, Omnibus Budget Reconciliation Act of 1989, Pub.
L. No. 101-239, 103 Stat. 2106 (Dec. 19, 1989) (codified at 42 U.S.C. §1395nn). See Appendix C for full text of the
Stark Law.

17. 2Onmibus Budget Reconciliation Act of 1993, Pub. L. No. 103-66, §13,562, 107 Slat. 312 (Aug.
10, 1993).

18. 3[Section 1877 of the Act ... generally prohibits a physician from making a referral under Medicare
for designated health services  to an entity with which the physician or a member of the physician’s immediate
family has a financial relationship.” 42C.F.R. §411.350(a) (effective Jan. 4, 2002)

19. as an investor: With limited exceptions, the two do not go hand in hand.4 The approach
Congress chose in enacting the Stark prohibitions is “preventive because it essentially
prohibits  many  financial  arrangements  between  physicians  and  entities”  providing
designated health services.5 

20.

21. The  Stark  prohibitions,  and  their  extensive  exceptions,  must  be  considered
together with the criminal anti-kickback statute prohibitions, described in Chapter 6. As with the
criminal prohibitions, the Stark prohibitions contain safe harbors. Just as the Stark civil and the
anti-kickback  criminal  prohibitions  are  not  identical,6 neither  are  their  safe  harbors;  these
differences can be significant.7  The regulatory safe harbors to the criminal statutes were enacted
to address a concern regarding the breadth of the criminal prohibitions.8  Although the Stark safe
harbors fulfill an essentially similar purpose, that they are different in scope from the criminal
safe  harbors  reflects  a  “clear  legislative  intent  to  keep  enforcement  under  the  anti-kickback
statute separate from enforcement under section [1395nn].”9

22.

23. A financial  arrangement  between  a  physician  and  another  entity  that  violates
Stark’s general prohibition can fall within one of the many Stark safe harbor exceptions, and thus
not be prohibited by Stark, yet still run afoul of the anti-kickback statute and not fall within any
of that statute’s safe harbors. The converse is similarly true: A proposed referral arrangement



involving  compensation  may  fall  within  a  safe  harbor  to  the  anti-kickback  statute,  yet  be
prohibited by Stark and not fit within one of that law’s exceptions. Counsel advising a client like
CLIENT on a proposed arrangement cannot simply review the arrangement against the criminal
statute and its exceptions, or against just the Stark

24.

25. ___________
26. 456  Fed.  Reg.  35,952  (1991)  (final  rule)  (codified  at  42  C.F.R.  Part  1001)  ("This  final  rule

implements section 14 of Public Law 100-93, the Medicare and Medicaid Patient and Program Protection Act of
1987, by specifying various payment practices which, although potentially capable of inducing referrals of business
under Medicare or a State health care program, will be protected from criminal prosecution or civil sanctions under
the anti-kickback provisions of the statute.”).

27. 5 66 Fed. Reg. 856, 859 (Jan. 4, 2001).
28. 6indeed, although the Stark law and anti-kickback statute are “in many respects aimed at the same

problems,” they have “different elements of proof” and “different remedies.” Id.  at 35,957 (“[w]hereas the anti-
kickback statute contains criminal penalties, violations under [§l395nn| will result in a denial of payment and may
result in the imposition of civil money penalties and program exclusions”).

29. 7Id. Thus, the “anti-kickback statute is a criminal statute with a scienter requirement, and the safe
harbor  regulations  promulgated  thereunder  have  been  designed  to  set  forth  payment  practices  and  business
arrangements  that  will be protected from criminal prosecution and civil sanctions. In  contrast,  Stark II  is  not a
criminal statute and contains no scienter elements. The referrals prohibited by Stark II are prohibited unless they are
specifically excepted under the Act.” Feldstein v. Nash Community Health Servs., Inc., 51 F. Supp. 2d 673, 687
(E.D.N.C.  1999).  See also 60 Fed.  Reg.  41960-61 (1995).  See also 66 Fed.  Reg.  856, 859 (Jan.  4,  2001) (no
wrongful intent or culpable conduct is required; primary remedy is nonpayment without penalties).

30. 856 Fed. Reg. 35,952 (1991) (“[C]oncern has arisen among a number of health care providers that
many relatively innocuous or even beneficial commercial arrangements are technically covered by the statute and
are therefore subject  to criminal  prosecution.”).  As described in Chapter 6,  the Inspector  General  (OIG) of the
Department of Health and Human Services (HHS), through the rule-making process, proposed and adopted safe
harbors to the anti-kickback statute, which are codified at 42 C.F.R. §1001.952.

31. 956 Fed. Reg. 35,952, 35,957 (1991).

32. prohibition and its exceptions: For a proposed arrangement to be safe, it must pass muster
under both laws.10

33.

34. The law itself permits the Secretary of Health and Human Services (HI IS) to
except,  from  the  Stark  prohibitions,  “any  other  financial  relationship  which  the  Secretary
determines, and specifies in regulations, does not pose a risk of program or patient abuse.”11In
late  1991,  the  Secretary  promulgated  regulations  setting  forth  exceptions  to  the  Stark
prohibitions regarding referrals by a physician for clinical laboratory services.12 Thereafter, the
Secretary modified these regulations to add additional exceptions.13At the beginning of 2001, the
Secretary  promulgated  additional  regulations,  revising  the  language  of  some  of  the  earlier
regulations and setting forth numerous additional exceptions to the Stark prohibitions.14 Most of
the new exceptions take effect in early 2002.

35.

36. This chapter reviews the statutory prohibitions and exceptions, together with each
of the regulatory exceptions.

37.

38. II. SCOPE OF THE STARK PROHIBITIONS



39. The Stark prohibitions provide in general that if a physician or a member of his or
her family has a “financial arrangement with an entity,” then two things are prohibited:

40.

1. The  physician  “may  not  make  a  referral  to  the  entity  of  certain  designated  health
services” covered by the Medicare program;15 and

2. The entity “may not present or cause to be presented” a claim to Medicare for any such
services following any such referral.16

41.

42. The  statute  thereafter  defines  several  key  terms:  “referral,”17 “designated  health
services”18 and  exceptions  to  such  exclusions,19 and  the  prohibited  “financial
relationship.”20

43.

44. The  final  regulations  promulgated  in  January  2001  set  forth  two  apparent
modifications to the Stark Act: a change in the language of the general referral prohibition and a
substantial modification to the bar against presenting claims for prohibited referrals. First, in the
regulations promulgated in 1991, the Secretary issued a regulation setting forth exceptions to the
prohibition on a

45. __________
46. 10See 42 C.F.R. §411.350(b) ("This subpart does not provide for exceptions or immunity from civil

or criminal prosecution or other sanctions applicable under any State laws or under Federal law other than section
1877”).

47. 1142 U.S.C. §1395nn(b)(4).
48. 1256 Fed. Reg. 61,381 (Dec. 3, 1991).
49. 13See 60 Fed. Reg. 41,978 (8/14/95); 60 Fed. Reg. 63,440 (Dec. 11, 1995); 63 Fed. Reg. 35,066

(6/26/98).
50. 1466 Fed. Reg. 856 (Jan. 4, 2001).
51. 1542 U.S.C. §1395nn(a)(l)(A).
52. 1642 U.S.C. § 1395nn(a)(l)(B).
53. 1742 U.S.C. §1395nn(h)(5).
54. 1842 U.S.C. §1395nn(h)(6).
55. 1942 U.S.C. §1395nn(b)(l).
56. 2042 U.S.C. §1395nn(a)(2).

57.

58. physician making referrals for only one of the designated health services: referrals for
clinical  laboratory  services  to  an  entity  with  which  that  physician  has  a  financial
relationship.  Those  regulations,  in  addition  to  setting  forth  exceptions  to  the  general
prohibition,  repeat  in  42  C.F.R.  §411.353(a),  almost  verbatim,  the  general  statutory
prohibition  set  forth  in  §l395nn(a)(l)(A);  the  only  substantive  difference  then  extant
between  the  statute  and  the  regulation  was  the  limitation  of  the  prohibition  in  the
regulation to the single designated health service (clinical laboratory services).

59.

60. When  the  Secretary  revised  the  regulations  in  January  2001,  adding  new
exceptions  to  the  Stark  prohibitions,  the  Secretary  also  revised  §411.353,  eliminating  the
limitation in scope (to just clinical laboratory services) set forth in the earlier version of that
section. The new regulation also modifies the prohibition phrase from the Stark Act: Where the
Stark Act applies to physician referrals when the physician “has a financial relationship with an



entity,”21 the new regulation applies to physician referrals when the physician (or an immediate
family member) “has a direct or indirect financial relationship with an entity.”22 It is not clear
whether the Secretary,  with this new phrase, sought to substantively modify the Stark Act or
merely to describe more fully the extant prohibition. The latter is likely, as the Stark Act on its
face does not appear to permit modification by regulation of the general prohibition, but rather
only supplementation of the exceptions.

61.

62. Second, the new regulations permit payment to an entity that has submitted a bill for a
designated health service that is derivative of a Stark prohibited referral, if the following is true:

1. the entity “did not have actual knowledge of, and did not act in reckless disregard or
deliberate  ignorance  of,  the  identity  of  the  physician  who  made  the  referral  of  the
designated health service to the entity”;23 and

2. the claim “otherwise complies with all applicable Federal laws, rules and regulations.”24

63.

64. This provision permits the unsuspecting provider of a designated health service, who is
not aware of the receipt of a prohibited referral and thereafter provides the service, to be
paid for that service.

65.

66. A. “Referral”

67. As defined in the statute, “referral” includes a physician’s request for any Part B
item or service (including a consultation with another physician), and for any test or procedure
ordered by or to be performed by or under the supervision of another physician.25 Referrals also
include the establishment of

68. _____________________

69. 2142 U.S.C. §1395nn(a)(l).
70. 2266 Fed. Reg. 856, 958 (emphasis added).
71. 2342 C.F.R. §411.353(e)(1).
72. 2442 C.F.R. §411.353(e)(2).
73. 2542 U.S.C. §1395nn(h)(5)(A). Compare United States v. Polin, 194 F.3d 863, 866 (7th Cir. 1999) (as used

in the anti-kickback statute, 42 U.S.C. §1320a-7b(b), to “[p]refer is to recommend, is to turn over, is to
make a selection, is to give the business away”).

74. a plan of care that includes the provision of a designated health service26 for any such
service paid for by Medicare (and not just by Medicare Part B).27

75.

76. Accordingly, die definition of “referral” applies whenever a physician orders an
item of  service,  even  if  the  item or  service  is  to  be  provided within  that  same  physician’s
practice. A physician’s request for a consultation with another physician also is considered a
referral,  and any tests or services ordered by the consulting physician are considered to have
been ordered by the referring physician. In addition, the request or establishment of a plan of
care  by  a  physician  that  includes  the  provision  of  any  of  the  designated  health  services
constitutes a referral. The definition of “referral” does not apply, however, to requests by (I) a
pathologist for clinical laboratory tests and pathological examination services; (2) a radiologist
for  diagnostic  radiology  services;  or  (3)  a  radiation  oncologist  for  radiation  therapy  if  the



services are furnished by or under the supervision of such pathologist, radiologist, or radiation
oncologist pursuant to a consultation requested by another physician.28

77.

78. B. “Designated Health Services”

79. The Stark prohibitions ban referrals of Medicaid or Medicare policies for “any” of
the following designated health services:

1. clinical laboratory services;
2. physical therapy services;
3. occupational therapy services;

4. radiology services;29

5. radiation therapy services and supplies;

6. durable medical equipment and supplies;

7. parenteral and enteral nutrients, equipment, and supplies;

8. prosthetics, orthotics, and prosthetic devices and supplies;

9. home health services;

10. outpatient prescription drugs; and

11. inpatient and outpatient hospital services.30

80.

81. Although  this  list  is  seemingly  exhaustive  and  specific  to  types  of  referrals,  the
practitioner advising either an entity or a physician regarding investments in and referrals
of services to businesses outside these areas should not automatically conclude that such
investments, where they may be coupled with referrals,

82. _______________
83. 2642 U.S.C. § 1395nn(h)(5)(B).
84. 27The definition of “referral” as used in the regulations appears on its face to be slightly broader,

although the differences will probably not be considered substantive by any court. See 42 C.F.R. §411.353. 
85. 2842 U.S.C. §1395nn(h)(5(C). See also 42 C.F.R. §411.353.
86. 29Defined to include ‘'magnetic  resonance  imaging,  computerized axial  tomography scans,  and

ultrasound devices.” 42 U.S.C. §1395nn(h)(6)(D).
87. 3042 U.S.C. §1395nn(h)(6). 42 C.F.R. §411.353 adds “speech language pathology services” to the

statutory list  of  designated  health  services.  That  section also sets  forth  detailed  definitions for  each  of  the 11
enumerated services, as those terms are used in the regulations.

88. are permitted. Although the Stark statute lists specific prohibited areas for referrals and
investments, the anti-kickback statute is not so narrowly specific, and there could well be
a referral and investment circumstance that, although not in violation of the civil Stark
provisions, in fact violates the criminal provisions of the anti-kickback statute.

89. C. “Financial Relationship”



90. Prohibited "financial relationships” are divided into two categories: (I) “ownership and
investment  interests,”31 and  (2)  “compensation  arrangements.”'32After  mandating  a
general  prohibition  against  all  such  financial  arrangements,  the  statute  sets  forth  a
detailed set of exceptions within each category. Essentially, the statute is overbroad in the
scope of its prohibitions. Because of that overbreadth, the statute and the regulations33

create  certain  safe  harbors  within  the  zones  of  prohibited  conduct.  Conduct  falling
outside of a safe harbor and within the zone of prohibited referrals violates the statute, but
conduct falling within a safe harbor is wholly insulated from Stark sanctions.

91. D. Remuneration

92. Both the Stark prohibitions and the anti-kickback statute define the term “remuneration.”
These definitions  are not identical.  As in the anti-kickback statute,  “remuneration” is
defined  broadly  in  the  Stark  prohibitions  to  include  “any  remuneration,  directly  or
indirectly,  overtly or covertly,  in cash or in kind.”34 Unlike the anti-kickback statute,
however, §1395nn(h)(l)(C) specifically excludes three categories from that definition:

1. the forgiveness of amounts owed for inaccurate tests, mistakenly performed tests, or the
correction of minor billing errors;35

93.

94.

95.

96.

97. ____________
98. 3142 U.S.C. § 1395nn(c) & (d).
99. 3242 U.S.C. § J 395nn(b) & (e).
100. 3342 C.F.R. §411.354(a) also sets forth a detailed definition of the phrase “financial relationship.”
101. 3442 U.S.C. § 1395nn(h)( 1 )(B). See also 42 C.F.R. §411.351. Unlike the anti-kickback statute,

the  clause  “including  any  kickback,  bribe  or  rebate”  does  not  appear  in  Stark’s  statutory  definition  of
“remuneration.” Given that the courts have applied the broad definition of “remuneration” as used in §1320a-7b, it
appears unlikely that Congress intended a narrower definition of remuneration for use in §1395nn (especially given
the list of specific exceptions to the definition of remuneration that are set forth in §1395nn(h)(I)(C)). See Ratzlaf v.
United States, 510 U.S. 135, 143 (1994) (a “term appearing in several places in a statutory text is generally read the
same way each time it appears”). Although this issue has not been litigated, it seems fair to conclude that, absent the
specific exceptions set forth in the Stark statute, the term “remuneration” has the same meaning in both laws.

102. 3542 U.S.C. § 1395nn(h) (I)(C)(i). It seems peculiar, and unnecessary, to exclude such items from
a  definition  of  remuneration.  For  example,  regarding  “corrections  of  minor  billing  errors,”  if  an  entity  has
mistakenly billed a physician, the correction of that minor error (involving a refund to the physician of the money
mistakenly paid) would not be “remuneration” to the physician. Similarly, if a blood laboratory performed a test for
a physician on his or her order, and provided the physician with inaccurate test results, a refund to the physician of
monies paid

2. the  giving  to  the  physician  of  anything  (“items,  devices  or  supplies”)  used  solely to
“collect, transport, process or store specimens” or “to order or communicate the results of
tests or procedures”;36



3. a payment by an insurer (or a self-insured plan) to a physician to “satisfy a claim on a fee
for service basis” for the furnishing of health services to a patient insured by that insurer
(or self-insured plan) if all of the following conditions are satisfied:

a) the services were not furnished pursuant to a contract between the plan and the
physician;

b) the  plan  made  the  payment  to  the  physician  in  lieu  of  otherwise  making  the
payment to the insured; and

c) the amount of the payment was set in advance and represented fair market value37

for the service provided.38

103.

104. From the practitioner’s perspective in advising CLIENT, the safe course of advice
is to counsel the physician that if he or she receives anything of value, money or otherwise, from
an entity to which he or she makes referrals, he or she should consider it prohibited remuneration
subject to the Stark penalty provisions (and potentially also subject to the criminal sanctions of
the antikickback statute), unless:

105.

1. The item received was given to the physician as fair market payment for work done
by the physician on a fee-for-service basis; or

2. The item received was reimbursement fora bill that should not have been rendered, or
is  a  part  of  another  service  charged to  the  physician  (like  blood testing)  and the
physician  does  not  derive  any  other  benefit  from  the  item,  which  benefit  has  a
tangible, measurable value to the physician (e.g., the physician uses a computer with
modem and printer,  provided by a  blood laboratory company for receiving  blood
laboratory test results by electronic mail and for doing all other office accounting and
typing work, thus allowing the physician to avoid incurring expenses for an office
computer system).
106.

107. That a physician received an item from an entity to whom he or she made referrals, which
item helped  defray  some  other,  unrelated  expenses  for  the  physician,  or  enabled  the
physician to avoid incurring some other expense that he or she would have otherwise
incurred, is a factor that a prosecutor would 

108. _________________
109. for the wrong result of the blood test also would not seem to be “remuneration”:  the blood laboratory

should not have billed the physician for the inaccurate test in the first place.
110. 3642 U.S.C.  §  1395nn(h)(l)(C)(ii).  Thus,  a  blood laboratory  can  provide  a  computer  terminal/

printer/fax machine to a physician for use in ordering and receiving blood laboratory results, and such “item” is not
prohibited remuneration under §l395nn, so long as the physician uses the device solely to order tests or to receive
test results from the laboratory. This exception would not apply, for example, if the physician routinely uses such a
device for other, normal office work unrelated to ordering or receiving the results of such blood tests. See 56 Fed.
Reg. 35,952, 35,978 (1991) (“In that situation, the computer has a definite value to the physician, and, depending on
the circumstances, may well constitute an illegal inducement.”).

111. 37“Fair market value” is defined in 42 U.S.C. §1395nn(h)(3) to mean value in an arms’-length
transaction.

112. 3842 U.S.C. § 1395nn(h) (1)(C)(iii).



113. consider  in  determining  whether  the  conduct  by  the  physician  violates  the  Stark
prohibitions or the anti-kickback statute.39

114. III. THE STARK SAFE HARBORS

115. The Stark law contains many exceptions to its prohibitions, generally divided into
four  categories:  those  related  to  both  ownership  and  compensation  arrangements,  including
physician  services,  in-office  ancillary  services,  and  prepaid  plans;40 those  related  only  to
ownership  in  publicly  traded  securities  and  mutual  funds;41 those  related  to  ownership  in
hospitals  in  Puerto  Rico,  rural  providers,  and hospitals;42 and  those related  to  compensation
arrangements,  including  rental  of  office  space  and  equipment,  bona  fide  employment
relationships,  personal  service arrangements,  physician recruitment,  isolated  transactions,  and
certain physician group practice arrangements with a hospital.43 The regulations, including those
adopted  in  January 2001,  contain  additional  exceptions  related  to  ownership and investment
interests and to compensation arrangements not set forth in the Stark law itself. The additional
regulatory  exceptions  principally  related  to  both  ownership  or  investment  interests  and
compensation arrangements include the following:

116.

117.

118.

119.

120. ________________
121. 39See Feldstein v. Nash Community Health Servs., Inc., .SI F. Supp. 2d 673 (E.D.N.C. 1999). In

that case, a successor-in-interest hospital declined to honor a physician recruitment contract between a physician and
the  predecessor  hospital  on  the  grounds  that  the  agreement  violated  both  the  anti-kickback  statute,  42  U.S.C.
§l.320a-7b, and the Stark II prohibitions. The district court rejected the hospital’s motion for summary judgment that
the agreement on its face violated both statutes. With respect to the anti-kickback statute, the court observed as
follows: 

122. [T]he facts that a hospital offers a physician remuneration for his services and that the physician
refers patients to the hospital do not, in and of themselves, constitute a violation of the anti-kickback
statute. ... At least one of the parties to the arrangement must have intended to induce patient referrals by
offering or soliciting the particular compensation at issue.

123. Id. at 681. As regards the alleged Stark violation, the court noted:
124. All physician  recruitment  contracts  involving relocation are going to  contain the extension of
significant monetary benefits to physicians to entice them to relocate and to make them believe that
starting  a medical  practice  in  a  new location will  be a  viable  enterprise.  Similarly,  every physician
recruitment contract is, by definition, a hospital giving a physician an opportunity to earn money. While
such an opportunity “may well be” an inducement to refer patients, it may well not be intended as such
an inducement.

125. Id. at 688.
126. 4042 U.S.C.  §  1395nn(b).  See also 42 C.F.R.  §411.355(a)  (physician  services);  42 C.F.R.  §41

1.355(b)  (in-office  ancillary  services);  and  42  C.F.R.  §411.355(c)  (services  furnished  by  an  organization  to
enrollees).

127. 4142 U.S.C. §1395nn(c).
128. 4242 U.S.C. § 1395nn(d).
129. 4342 U.S.C.  §  1395nn(e).  See  also  42  C.F.R.  §411.357(a)  (rental  of  office  space);  42  C.F.R.

§411.357(b)  (rental  of  equipment);  42  C.F.R.  §411.357(c)  (bona  fide  employment  relationships);  42  C.F.R.



§411.357(d) (personal service arrangements); 42 C.F.R. §411.357(e) (physician recruitment); 42 C.F.R. §411.357(f)
(isolated transactions); 42 C.F.R. §411.357(g) (arrangements with hospitals); and 42 C.F.R. §411.352 (definition of
group practice).

1. clinical laboratory services furnished in an ambulatory surgical center or end-stage renal
disease facility or a hospice;44

2. academic medical centers;45

3. implants in an ambulatory surgical center;46

4. erythropoietin (EPO) and other dialysis-related outpatient prescription drugs furnished in
or by an end-stage renal disease facility;47

5. preventive screening tests, immunizations, and vaccines;48 and
6. eyeglasses and contact lenses following cataract surgery.49

130.

131. Those additional regulatory exceptions related principally to compensation arrangements
include the following:

1. nonmonetary compensation up to $300;50

2. fair market value compensation;51

3. medical-staff incidental benefits;52

4. risk-sharing arrangements;53

5. compliance training;54 and

6. indirect compensation arrangements.55

132. Each of the exceptions to the Stark law are detailed, and many are quite complex and
lengthy.  This  chapter  provides  a  broad  overview  of  the  exceptions  themselves  and
guidance regarding their application, but the chapter does not review in detail all of the
specific criteria contained in each exception.

133. A. Safe Harbors Relating to Ownership and Investment Interests

134. The  statute  defines  ownership  and  investment  interests  to  include  every
conceivable type of monetary ownership and investment relationship between a physician and a
business entity. Such interests can be direct or indirect and can include stock ownership, debt, or
other  financial  relationships.  All  ownership  and  investment  interests  by  physicians  are
prohibited, unless one of the statute’s specifically defined exceptions applies: (1) those relative to
ownership or investment interests in publicly traded securities and mutual funds, regardless of
the type of entity;  and (2) those relative to specific categories of entities—hospitals in Puerto
Rico, rural entities, and certain hospitals—whether or not publicly traded. These exceptions were
created to “reflect the view that Congress did

135. ___________

136. 4442 C.F.R. §411.355(d). 
137. 4542 C.F.R. §411.355(e). 
138. 4642 C.F.R. §411.355(f). 



139. 4742 C.F.R. §411.355(g). 
140. 4842 C.F.R. §411.355(h). 
141. 4942 C.F.R. §41 l.355(i). 
142. 5042 C.F.R. §41 l.357(k).
143. 5142 C.F.R. §411.357(1). 
144. 5242 C.F.R. §41 l.357(m). 
145. 5342 C.F.R. §411,357(n). 
146. 5442 C.F.R. §411.357(o). 
147. 5542 C.F.R. §411.357(p).

148. not intend to bar all investments by physicians in other health care entities to which they
refer patients.”56

149.

150. The  supporting  regulation,  42  C.F.R.  §411.354,  defines  in  detail  each  of  (he
following terms: financial relationships;57 ownership or investment interests, including “indirect
ownership  or  investment  interests”;58 and  compensation  arrangements,  including  indirect
compensation  arrangements,  compensation  “set  in  advance,”  and compensation  that  “will  be
deemed not to take into account” either “the volume or value of referrals” or “other business
generated between the parties.”59 Specifically excluded from the definition of ownership and
investment interests are interests in a retirement plan;60  unexercised stock options;61  unsecured
loans subordinated to a credit facility;62 and so-called “under arrangements” contracts between
physicians and hospitals.63

151.

152. Of  most  significant  interest  to  the  practitioner  is  the  definition  of  “indirect
ownership or investment interests.” According to 42 C.F.R. §411.354(b)(5), a physician has an
indirect ownership or investment interest if:

1. between the referring physician and the entity furnishing the designated health services,
“there exists an unbroken chain of any number of persons or entities having ownership or
investment interests between them”;64 and

2. the  entity  furnishing the  designated  health  service  “has  actual  knowledge  of,  acts  in
reckless disregard or deliberate ignorance of, the fact that the referring physician”65 has
some ownership or investment interest in the entity.

153. The  Secretary  has  stated  that  this  knowledge  element  “generally  imposes  a  duty  of
reasonable inquiry on providers.”66 The regulation further specifies that the entity need
not know or understand, or act in reckless disregard of, “the precise composition of the
unbroken chain or the specific terms of the ownership or investment interests that form
the links in the chain.”67

154.

155. This regulation, together with the regulation expanding the right of an “innocent”
entity to bill for a designated health service that was a prohibited

156. ________________
157. 56 Fed. Reg. 35,952, 35,953 (1991).
158. 5742 C.F.R. §411.354(a).
159. 5842 C.F.R. §411.354(b).
160. 5942 C.F.R. §411.354(c).



161. 6042 C.F.R. §411.354(b)(3)(i).
162. 6142 C.F.R. §411,354(b)(3)(ii).
163. 6242 C.F.R. §411.354(b)(3)(iii).
164. 6342 C.F.R. §411.354(b)(3)(iv).
165. 6442 C.F.R. §41 l.354(b)(5)(i)(A).
166. 6542 C.F.R. §411,354(b)(5)(i)(B).
167. 6666 Fed. Reg. 856, 865 (Jan. 4, 2001) ("A duty of reasonable inquiry does require, however, that providers

in possession of facts that would lead a reasonable person to suspect the existence of an indirect financial
relationship take reasonable  steps  to  determine  whether  such a  financial  relationship  exists  and,  if  so,
whether that indirect financial relationship falls within an exception to the statute ... or whether the DHS
[designated health services being furnished fall within an exception . . . before submitting a claim for the
referred item or service making a referral.”).

168. 6742 C.F.R. §411,354(b)(5)(ii).

169. referral, appears to be an attempt to balance the need to prohibit such referrals with the
importance of paying for services provided to a Medicare program beneficiary where the
providing entity was not a knowing recipient of the prohibited referral. Counsel should
note that the Stark law itself does not provide for such payments. Moreover, compliance
with this Stark law exception may not necessarily safe harbor the same conduct from
anti-kickback  statute  prosecution.  In  the  context  of  a  kickback  investigation,  where
claims  for  such prohibited  referrals  were  in  fact  presented  to  the  Medicare  program,
counsel can anticipate that the entity’s assertion of lack of knowledge of the prohibited
referral relationship will be thoroughly investigated.

170.

171. 1. Publicly Traded Securities and Mutual Funds
172.

173. Ownership of investment securities that can be purchased on terms generally available to
the public qualify for safe harbor if:

174.

1. The stock in the entity is traded on a stock exchange, foreign or domestic, that publishes
stock quotes on a daily basis;68 and

2. The aggregate value of stock in the corporation or investment company exceeded $75
million in the most recent year (or exceeded that amount on average in the past 3 years).69

175.

176. Ownership of shares in a regulated investment  company where the total  assets in the
company exceeded $75 million  in the most  recent  year  (or  exceeded that  amount  on
average in the past 3 years)70 also qualify under this safe harbor.

177.

178. Thus, a physician can own stock in, and make referrals of his or her patients to, a
company that provides home health care if that company’s stock is traded on a stock exchange
that provides daily stock price quotes. If the company is privately owned, the physician still can
have an ownership interest in. and refer his or her patients to, that company if total capitalization
in  the  company  exceeds  $75  million.  This  exception  is  based  on  the  relative  value  of  the
physician's investment in comparison with the size of the company and the relative value of his
or her stream of referrals in comparison with the company’s overall revenue stream, where the



physician’s financial investment is so small that any ability of the physician and the company to
engage in improper conduct is likely to be minimal.

179.

180. 2. Hospitals in Puerto Rico, Rural Entities, and Certain Hospitals

181. The Stark prohibitions except certain other specifically enumerated investments
by a physician. These exceptions, which are without regard to the relative size of the physician’s
investment, include:

182. ____________

183. “Such exchanges include the New York. Stock Exchange (42 U.S.C. §!395nn(c) (I)(A)(i)), the American
Stock Exchange (id), regional foreign and national exchanges that provide such daily quotations (id.), and
the "automated interdealer quotation system operated by the National Association of Securities Dealers”
(42 U.S.C. §l395(c)(l)(A)(ii)). See also 42 C.F.R.

184. 68 §411.356(a)(f)(i) & (ii).
185. 69 42 U.S.C. § 1395nn(c) (1) (B); 42 C F.R. §41 l.356(a)(2)(ii). 
186. 70 7042 U.S.C. § 1395nn(c)(2); 42 C.F.R. §411.356(b).

1. hospitals in Puerto Rico;71

2. an entity72 located in a rural area73 that provides substantially all of its services to patients
located in that rural area;74 and

3. a hospital in which the referring physician “is authorized to perform services”75and in
which the physician’s ownership or investment interest is in the hospital and “not merely
in a subdivision of the hospital.”76

187.

188. The rationale  for  the  first  two of  these  exceptions  is  clearly  grounded in  politics.  A
physician in Puerto Rico or a rural area may well be the first person to perceive and understand
the need for a rural hospital. The physician may be the driving force, inspirational and financial,
behind its creation; he or she also may be one of its primary referral sources. This exception
allows  for  physician  investment  in  such  instances.  Quite  clearly,  the  exception  addresses  a
quality of care policy interest in encouraging the development and maintenance of hospitals in
rural areas. The theory behind the third exception for investment in a hospital  as a whole is
premised upon the notion that the income gained from a referral to a department in the hospital
in which the physician otherwise practices will be fairly diffused, and thus the evil from the
referral  practice  fairly  remote,  where  the  physician’s  return  on  investment  depends  on  the
financial health of the hospital as a whole, and not on just the particular department to which he
or she has made a referral.

189.

190. B. Safe Harbors Relating to Compensation Arrangements

191. The Stark prohibitions  define an illegal  compensation arrangement  to be “any
arrangement involving any remuneration between a physician . . . and an entity.” Of course, there
are exceptions to this broad definition, which are grounded both in the definition of the term
“remuneration,”  as  discussed  earlier,77 and  in  the  listed  exceptions  to  the  prohibited
compensation arrangements. Permitted compensation arrangements include the following.



192. 1. Rental of Office Space and/or Equipment

193. A physician  may lease office space from an entity  to  which he or she makes
referrals if:

194.

195. ____________
196. 7142 U.S.C. §1395nn(d)(l); 42 C.F.R. §41 1.356(c)(2).
197. 7242 C.F.R. §411.356(c)(1) contains a specific exception for laboratories located in a rural area.
198. 73A rural area is defined in 42 U.S.C. § 1395ww(d)(2)(D) to be an “area outside” a “large urban

area” (and correspondingly outside “urban areas” and “metropolitan statistical areas” as defined by the Office of
Management and Budget). A “large urban area” is an area “determined by the Secretary” and so published that “has
a population of more than 1,000,000.” Id. See also 42 C.F.R. §412.62(f)(l)(ii) (urban area) & (iii) (rural area).

199. 74 42 U.S.C. §1395nn(d)(2).
200. 7542 U.S.C. § l395nn(d)(3)(A).
201. 7642 U.S.C. §1395nn(d)(3)(B). See also 42 C.F.R. §41 1.356(c)(3). This provision would allow a

physician who has both an investment interest in and admitting privileges at a hospital to refer patients to a physical
therapy clinic at the hospital without fear  of violating the Stark prohibitions. In  contrast,  if the hospital allows
investments in particular departments, such as a physical therapy clinic or blood laboratory, a physician with such an
interest could not make a referral to that hospital.

202. 77 “Remuneration” is discussed supra Section II.D.

1. The lease is in writing, is executed, and is specific regarding the premises leased78 and
provides for a minimal rental term of 1 year;79

2. The space leased is no bigger than necessary, and is used exclusively by the lessee (with
exceptions for what would normally be considered common areas);80 and

3. The rental charges are set out in advance, are consistent with fail- market value, and are
not determined “in a manner that takes into account the volume or value of any referrals
or other business generated between the parties”81 and the lease, by its terms, would be
“commercially reasonable” in the absence of any referrals.82

203. Acceptable, and thus permitted, leases of equipment must meet similar requirements.83

204. There has long been a perceived regulatory concern that space and equipment
rental agreements are often created not to legitimately lease space or equipment, but as a cover
for remuneration paid for the referral of Medicare- insured business.84 This concern is not merely
theoretical. For example, in United States. Adam,85 a cardiologist and an internist struck a deal
by which the cardiologist, Mostaan, paid the internist, Adam, for the referral of patients. “[Alt
first, Mostaan’s payments to (Adam) fluctuated greatly, depending on how many patients |Adam]
referred to Mostaan each month.”86 These great fluctuations made the payments appear exactly
as they were: dependent not on some other regular business activity, but in fact on the level of
business referred. The cardiologist and the internist then attempted to disguise the patient referral
payments as rent payments.

205. Mostaan... testified that, in an effort to regularize the payments and to make them
appear  legitimate,  he  and  |  Adam]  signed  an  agreement  in  early  1990 purporting  to



establish a leasing arrangement for Mostaan’s use of [Adam’s] office and for equipment
that Mostaan stored there.87

206. Given the ease with which space and equipment rentals can be used as “cover” for
kickback arrangements,  counsel  advising either  a  physician  or a business on the merits  of a
proposed lease between two such parties, where a referral stream also exists between the two,
should consider the following factors that investigators and prosecutors use to assess whether a
relationship is in violation of Stark, the anti-kickback statute, or both:

207.

208.

209. ___________________
210. 7842 U.S.C. § 1395nn(e)(1)(A)(i); 42 C.F.R. §411.357(a)(1).
211. 7942 U.S.C. §l395nn(e)(l)(A)(iii); 42 C.F.R. §411.357(a)(2).
212. 8042 U.S.C. § 1395nn(e)(1)(A)(ii); 42 C.F.R. §411.357(a)(3).
213. 8I42 U.S.C. § 1395nn(e)(1)(A)(iv); 42 C.F.R. §411.357(a)(4) & (a)(5).
214. 8242 U.S.C. § 1395nn(e)(1)(A)(v); 42 C.F.R. §411.357(a)(6).
215. 8342 U.S.C. § l395nn(e)(l)(B)(i)-(vi); 42 C.F.R. §411.357(b).
216. 84While many rental arrangements are legitimate; many situations exist where rental payments are simply a

device to mask illegal payments intended to induce referrals.” 56 Fed. Reg. 35,953 (1991).
217. 8570 F.3d 776, 778 (4th Cir. 1995).
218. 86Id. at 778.
219. 87Id.

1. Does the lease fully describe the premises leased? Are the premises used exclusively by
the lessee or for only a part of each month (e.g., for only a few hours each week)? Does
the “lessee” of the space in fact use it?88

2. Does the period of use of the space by the lessee (e.g., “lease” of an examining room in a
physician’s office every Monday from 8 A.M. to 12 P.M. by an ultrasound company that
brings in its equipment and performs ultrasounds on the physician’s patients) coincide
with the referral of patients? Is the leased space used only in connection with providing
some item or service to the referrer of patients (i.e., is there a nexus between the space
and the referrals that suggests that the lease is in exchange for the referrals or is in some
way designed to compensate for the making of the referrals)? Does the lessor relinquish
control over the space during the period of the lease?

3. Is there a market for leasing space in the place, time, and period specified in the lease, at
a  rate  comparable  to  that  charged  to  the  lessee?  Is  the  amount  charged  in  the  lease
affected or adjusted by other business between the parties, such that the conduct between
the two on the lease is  not like that  of a lessor and lessee acting in an arms’-length
fashion? Is the specified monthly charge in the lease adhered to, or do the parties make
monthly or year-end adjustments to account  for differences  in other  referred business
between the parties? Is the amount charged supplemented with other items of value that
themselves appear to vary depending on the level of referrals?

4. Was there a change in the parties’ past referral behavior coincident or closely associated
in time with the execution of the lease? Did the physician get the lease solely because of



the referral of patients? Does the lessor have any similar leases with physicians who are
not referral sources, or are all physician-lessees also referral sources?

5. How does  the  lease  payment  by the  lessee/referee  compare  with  the  lessor/referrer’s
rental payment or cost for the space? Is the referrer making an extraordinary profit on the
lease?

220. The lease of space or equipment is perhaps the easiest item to abuse in the relationship
between a physician and an entity to whom he or she refers patients, whether the entity is
a hospital or a durable medical equipment supplier looking for the physician’s referrals.

221. 2. Bona Fide Employment Relationships and Personal Service Arrangements

222. The Stark statute sets forth two related safe harbors that permit certain bona fide
employment or consulting arrangements.

223.

224. ______________
225. 88See, e.g., United States v. Picciotti, 40 F. Supp. 2d 242, 247 (D.N.J. 1999). In that case, a witness had

testified that Dt. Picciotti received a kickback in the form of a sham lease, in exchange for making referrals.
Among other evidence, the government introduced testimony that the durable medical equipment supplier
had never used the space it “leased” from the physician. In denying the defendant’s Rule 29 motion, the
district court found that from this evidence a “reasonable jury could conclude that this lease was a ‘sham.’”

226.

227.

228. First, a physician may enter into an employment relationship and be paid for that work in
accord with the Stark prohibitions-even if there is a referral relationship between the parties-if:

1. the employment is for readily identifiable services;89

2. the amount of remuneration paid to the physician is consistent with the fair market value
of the services provided90 and is not “determined in a manner that takes into account
directly or indirectly the volume or value of any referrals” by the physician;91 and

3. the compensation to the physician would be “commercially reasonable” in the absence of
any referrals by the physician.92

229.

230. Second,  an  entity  may  pay remuneration  to  a  physician  through  a  “personal  service
arrangement” if:

1. the arrangement is set out in writing, is signed by both parties, and specifies the services
provided;93

2. the  arrangement  “covers  all  of  the  services  to  be  provided  by the  physician”  to  the
entity;94

3. the “aggregate services” covered by the contract "do not exceed those that are reasonable
and necessary for the legitimate business purposes of the arrangement";95

4. the term of the “arrangement” is “for at least one year”;96

5. the compensation to be paid the physician over the term of the arrangement “is set in
advance,” “does not exceed fair market value," and “is not determined97 in a manner that



takes  into  account  the  volume  or  value  of  any  referrals  or  other  business  generated
between the parties”;98 and

6. the arrangement does not provide for services that are in violation of any state or federal
statute.99

231.

232. As with space and equipment leases between parties that have a referral relationship, the
consulting relationship is another frequently abused relationship and one that is often proffered
as a justification for the fact of payments between two entities with a referral relationship.100

Indeed, in most prosecutions, 
233.

234. _______________
235. 8942 U.S.C. § 1395nn(e)(2)(A); 42 C.F.R. §411.357(c)(1).
236. 9042 U.S.C. § 1395nn(e)(2)(B)(i); 42 C.F.R. §411.357(c)(2).
237. 9142 U.S.C. § 1395nn(e)(2)(B)(ii).
238. 9242 U.S.C. §1395nn(e)(2)(C); 42 C.F.R. §411.357(c)(3).
239. 9342 U.S.C. § 1395nn(e)(3)(A)(i); 42 C.F.R. §411.357(d)(l)(i).
240. 9442 U.S.C. § 1395nn(e)(3)(A)(ii); 42 C.F.R. §411,357(d)(l)(ii).
241. 9542 U.S.C. § 1395nn(e)(3)(A)(iii); 42 C.F.R. §41 t.357(d)(l)(iii).
242. 9642 U.S.C. § l395nn(e)(3)(A)(iv); 42 C.F.R. §411.357(d)(l)(iv).
243. 97There is a limited exception from this last requirement for so-called “physician incentive plans.”

See 42 U.S.C. §1395nn(e)(3)(A)(v)(B)(i) & (B)(ii). See also 42 C.F.R. §411.357(d)(2).
244. 9842 U.S.C. §1395nn(e)(3)(A)(v); 42 C.F.R. §411.357(d)(l)(v).
245. 9942 U.S.C. §1395nn(e)(3)(A)(vi); 42 C.F.R. §411.357(d)(l)(v).
246. 100See 56 Fed. Reg. 35,952, 35,953 (1991) (“While health care providers often have arrangements

to perform services for each other on a mutually beneficial basis, some of these arrangements may vary the payment
with the volume of referrals.”).

247. the fact that payments were made is not in dispute; it is the purpose of the payments that
becomes the hotly litigated issue.

248.

249. United States v. Baystate Ambulance and Hospital Rental Service, Inc.101 is an
instructive case on this issue. In Baystate Ambulance, there was a referral (or recommendation)
arrangement between John Felci, a nonphysician hospital executive, and Baystate Ambulance, an
ambulance provider: Felci recommended that his employer, Quincy City Hospital, enter into a
contract  for  ambulance  services  with  Baystate  Ambulance.  That  was  the  core,  prohibited
conduct. There also was a consulting agreement: It was undisputed that Felci provided consulting
advice to Baystate Ambulance on a variety of matters. At trial, Felci and Baystate Ambulance
claimed that all of the payments made to Felci—he was given two cars and seven checks—were
payments “only for actual work done” and that they were “in fact reasonable amounts for actual
services rendered.”102

250.

251. At the trial’s conclusion, the jury reached a mixed verdict: The jury convicted
Felci  (and Baystate Ambulance and its owner) for violation of 18 U.S.C. §1320a-7b(b) with
respect  to  receipt  of  the  two  cars,  the  jury  hung  on  one  check  payment  that  occurred
chronologically in time between the payments made for the two cars, and it acquitted Felci of the
six  other  check  payments.  The  defense  strategy  of  linking  the  regular  check  payments  to



consulting work appears to have largely succeeded, as the jury at trial acquitted both Felci and
Baystate Ambulance of six out of seven of the payments, and hung on the seventh such charge.
In contrast to the two car payments to Felci, the check payments were made regularly (monthly)
over a 7-month period at about the same time each month in roughly equal amounts (ranging
between $1,000 and $1,640) and coincided with the consulting work that Felci  performed.103

Those payments, in contrast to the cars, had the look and feel of regularly scheduled payments
for services provided.

252.

253. Among evidence presented at trial  to demonstrate that the two car “payments”
were made  not  for  consulting  services  but  in  exchange for  Felci’s  recommendation  was the
timing  of  the  payments  (both  car  payments  coincided  with  acts  by  Felci  to  assist  Baystate
Ambulance in getting the ambulance contract referral), and the fact that the value and timing of
the car payments bore no relationship to any consulting work performed. Moreover, the method
of payment was unusual: An inference can be drawn that paying a consultant by purchasing a car
for him is highly irregular and itself suggestive of a kickback or referral reward.

254.

255. Neither  Felci  nor  Baystate  Ambulance  was  able  to  shelter  their  referral
relationship within an ongoing consulting arrangement, and the jury concluded that the primary
purpose  of  the  two car  payments  was  to  compensate  Felci  for  his  recommendation  that  his
employer award the ambulance contract to Baystate Ambulance.

256. ________________
257. 101874 F.2d 20, 26 (Isi Cir. 1989).
258. 102There was evidence at the trial that Felci in fact did perform work for Baystate Ambulance and

expert testimony that the work performed was worth more than what he was paid. 874 F.2d at 27.
259. 103Id.  at 26. The jury hung on one check payment that was different in amount from the other

payments (only $770), was not made in about the middle of each month, coincided in

260. Following their convictions and sentencing, both Felci and Baystate Ambulance
appealed; while their appeals were pending, the Stark safe harbors were proposed. On appeal,
Felci  (and  Baystate  Ambulance)  sought  shelter  in  the  antikickback  statute  safe  harbor  for
personal services and management contracts,104 which is similar to this Stark safe harbor. The
First Circuit rejected that argument, specifically observing that the failure of the Felci-Baystate
Ambulance consulting arrangement to meet all of the then-proposed safe harbor’s requirements
precluded  safe  harbor  protection.  In  particular,  the  First  Circuit  observed that  there  was  no
agreement  in  writing,  the  consulting  relationship  was  not  for  1  year  or  longer,  and  the
compensation was not set in advance.105

261.

262. In  the  wake  of  Baystate  Ambulance,  the  practitioner  advising  CLIENT  on
consulting  arrangement  should  consider  carefully  with  him the  services  to  be  provided,  the
amount of compensation to be paid, and the occurrence of other objective events—including the
commencement of patient referrals, or changes in the volume, nature, or dollar value of existing
referrals—in the parties’ relationship. All of these factors will be considered closely during an
ensuing investigation,  and CLIENT may suddenly be faced not with the prospect of a Stark
violation, with its civil monetary penalties (CMPs) and potential permissive exclusion, but with a



criminal prosecution and the potential for a lengthy term of incarceration, loss of medical license,
and a mandatory minimum 5-year period of exclusion.

263.

264. There is a significant  critical  difference between this civil  safe harbor and the
reach of the criminal statute. The Stark safe harbor shields a qualifying consulting arrangement
between a physician and an entity to whom the physician refers patients. Thus, in answering the
question, does the arrangement fall within the confines of the Stark safe harbor, the practitioner
does  not  have  to  ask the question:  Did CLIENT get  the opportunity to  have  the  consulting
arrangement as an inducement to continue referrals? In the wake of the Baystate Ambulance
prosecution, however, this question must be asked in considering the criminal culpability of a
particular arrangement. If a physician is hired as a consultant, and thus given the opportunity to
earn money, as an inducement to get him or her to refer patients, or as a reward for the past
referral of patients, the arrangement may be prosecuted. In such a prosecution, the terms of the
Stark civil safe harbor will not be a bar.

265.

266. 3. Hospital Remuneration
267.

268. A hospital is permitted to make payments to a physician for any purpose so long
as  the  payments  are  not  related  to  the  provision  of  one  of  the  defined  “designated  health
services.”106

269.

270. 4. Physician Recruitment
271.

272. A hospital  is  permitted  to  make payments  to  a  physician  to  “induce [him]  to
relocate to the geographic area served by the hospital” for the purpose of 

273. _______________
274. time with the award of the contract to Baystate Ambulance, and fell in between the gifts of the two cars. Id.

275. 104Discussed at 42 C.F.R. §1001.952(d).
276. 105874 F.2d at 31.
277. 10642 U.S.C. § 1395nn(e)(4). For a more detailed discussion of “designated health services,” see

supra Section II.B.
278. becoming “a member of the medical staff of the hospital.”107 Such payments are protected

if the following conditions are satisfied:
1. the hospital does not require the physician to refer patients to the hospital;108 and
2. the amount paid to the physician to relocate “is not determined in a manner that takes into

account  (directly  or  indirectly)  the  volume or  value  of  any referrals  by the  referring
physician.”109

279.

280. By regulation, the Secretary has added110 the following further requirements:
1. that the arrangement and its terms be in writing and signed by both parties;"111 and
2. the physician is  not  precluded,  in the agreement,  from establishing  staff  privileges  at

another hospital or referring business to another entity.112

281.

282. This is perhaps the most problematic Stark safe harbor."113 It would seem quite clear from
a business perspective that core to a hospital’s decision to recruit an out-of-the-area physician to



join its staff is for the hospital-based patients that the physician, once relocated, could bring to
the hospital. The more “attractive” a physician might be as a referral source for the hospital, the
greater the incentive the hospital has to make the physician a significant relocation payment. In
an  investigation,  any  variances  in  the  extent  of  relocation  payments  conditioned  upon  a
physician’s generation of business for the hospital would be thoroughly considered and explored
by government counsel. Relevant factors include the following:

1. whether the relocation payment amount was set in advance or adjusted in any respect
after the relocation;

2. how the questioned amount compares with relocation payments the hospital has made to
other physicians in the past;

3. what  efforts  the  hospital  made,  in  seeking to  recruit  the  physician,  to  determine  the
potential value of the physician’s hospital referrals in his or her “old” locale, and to what
extent that research was factored in to the relocation amount paid to the physician; and

4. what efforts, if any, the hospital took following the relocation of the physician to police
his or her referrals to the hospital.

283.

284.

285.

286. _______________
287. 107742 U.S.C. § 1395nn(e)(5).
288. 10842 U.S.C. §l395nn(e)(5)(A); 42 C.F.R. §411.357(e)(2).
289. 10942 U.S.C. §l395nn(e)(5)(B); 42 C.F.R. §41 1.357(e)(3).
290. 11042 U.S.C. §1395nn(e)(5)(C).
291. 11142 C.F.R. §411.357(e)(1).
292. 11242 C.F.R. §411.357(e)(4).
293. 113As noted in Feldstein v. Nash Community Health Sens., Inc., 51 F. Supp. 2d 673, 686 (E.D.N.C. 1999),

the “fact that a particular contract falls within this exception to the Stark Act does not mean that it is a legal
contract  pursuant  to  42  U.S.C.  §  I320a-7b(b).”  Thus,  as  that  case  notes,  there  may  be  a  physician
recruitment contract that falls within the Stark statute safe harbor, but that violates the anti-kickback act. Id.
at 687. The problem, as observed in that case, is that "every physician recruitment contract is, by definition,
a hospital giving a physician an opportunity to earn money.” Id.

294. A  practitioner  advising  a  hospital  on  how  to  structure  recruitment  payments
should strongly consider the inferences that can be drawn from such compensation behavior.114

295. 5. Isolated Transactions

296. Certain “isolated transactions,”115 “such as a one-time sale of property,”  are  excepted
from the Stark prohibitions if the following requirements are satisfied:

1. the amount of remuneration paid to the physician in the isolated transaction is consistent
with fair  market  value for the item purchased (whether that be a building,  a medical
practice, or a piece of laboratory equipment)116 and is not “determined in a manner that
takes into account (directly or indirectly)  the volume or value of any referrals  by the
referring physician”;117 and

2. the money paid to the physician for the item would be “commercially reasonable” in the
absence of any referrals by the physician.118



297. As  with  many  of  the  Stark  safe  harbors,  this  one  is  predicated  upon  commercial
reasonableness and that the money paid is fair market value for the item transferred. The parties
are  also  prohibited  from  engaging  in  any  other  non-  excepted  transactions  for  at  least  6
months.119 The issue of whether a transaction was in fact isolated, or whether it was one in a
series of “isolated” transactions between a physician and a referral source, will be core to any
investigative inquiry.

298. 6. Arrangements Between Hospitals and Physician Group Practices

299. A hospital and a physician group practice120 may enter into an agreement in which
the practice provides designated health services, but the hospital bills for those services, if all of
the following requirements are satisfied:

1. with respect to services provided to a hospital inpatient by the physician group practice,
the services include only “diagnostic or therapeutic items or services” of a type that are
“ordinarily furnished to inpatients”;121

2. the arrangement with the group practice began before December 19, 1989;122

300.

301.

302. ____________
303. 114Two cases dealing with the legality of physician recruitment contracts are Feldstein v. Nash

Community Health Servs., Inc., 51 F. Supp. 2d 673 (E.D.N.C. 1999), and Polk County v. Peters, 800 F. Supp. 1451
(E.D. Tex. 1992).

304. 115Other than appearing in this subpart of 42 U.S.C. §l395nn, this term is not otherwise defined in
Title 42. See also 42 C.F.R. §411.357(f).

305. 116See 42 U.S.C. § 1395nn(e)(6)(A) & !395nn(e)(2)(B)(i).
306. 117See 42 U.S.C. § 1395nn(e)(6)(A) & l395nn(e)(2)(B)(ii).
307. 118See 42 U.S.C. §1395nn(e)(6)(A) & 1395nn(e)(2)(C).
308. 11942 C.F.R. §411.357(f).
309. 120Defined in 42 U.S.C. §1395nn(h)(4), and discussed infra at Section III.C. I.
310. 12l42 U.S.C. § 1395nn(e)(7)(A)(i) and 1395x(b)(3); 42 C.F.R. §41 1.357(h)(1).
311. 12242  U.S.C.  §1395nn(e)(7)(A)(ii).  This  requirement  renders  this  safe  harbor  essentially

meaningless for most physician group practices.

3. substantially all of the designated health services are furnished by physicians in the group
practice;123

4. the  agreement  is  in  writing  and  specifies  the  services  to  be  provided  and  the
compensation to be paid;124

5. the compensation paid is “consistent with fair market value,” the compensation “per unit
services” is “fixed in advance” and is “not determined in a manner that takes into account
the volume or value of any referrals or other business generated between the parties”;125

and

6. in the absence of any referrals between the parties, the agreement would nonetheless still
be “commercially reasonable.”126



312. 42 C.F.R. §411.357(h) sets forth similar requirements for group practice arrangements
with  hospitals  where,  pursuant  to  the  arrangement,  the  physician  group  provides  clinical
laboratory services that are then billed by the hospital. Lastly, 42 C.F.R. §411.357(g) excepts
from the Stark prohibitions “any compensation arrangement” or remuneration between a hospital
and a doctor until January 1, 1995, that “does not relate to the furnishing of clinical laboratory
services.” This provision, while clearly not applicable to any current arrangements, may have
historical significance in an investigation of the development of a referral arrangement between a
physician and a hospital.

313. 7. Payments by a Physician for Items and Services

314. A physician  may  make  payments  either  to  a  “laboratory  in  exchange  for  the
provision of clinical laboratory services”127 or “to an entity as compensation for other items or
services”128 if the “items or services are furnished at a price that is consistent with fair market
value.”129

315.

316. The practitioner should note that in the statute, the clause regarding fair market
value  appears  to  modify,  using  standard  canons  of  statutory  interpretation,  only  subpart  B
regarding payment to an “entity” and not subpart A regarding payment to a clinical laboratory
company. This exception on its face would appear to except all payments made by a physician to
a clinical  laboratory company,  regardless  of whether  the price paid by the physician for the
laboratory  service  was  “consistent  with  fair  market  value.”  Such  an  interpretation  appears
unlikely given the parallel criminal prohibition set forth in §1320a-7b.130

317. _________________

318. 12342 U.S.C. § 1395nn(e)(7)(A)(iii). See 42 C.F.R. §411.357(h)(2).
319. 12442 U.S.C. § 1395nn(e)(7)(A)(i v).
320. 12542 U.S.C. § 1395nn(e)(7)(A)(v).
321. 12642 U.S.C. § 1395nn(e)(7)(A)(vi).
322. 12742 U.S.C. §1395nn(e)(8)(A); 42 C.F.R. §411.357(i)(l).
323. 12842 U.S.C. §1395nn(e)(8)(B).
324. 12942 U.S.C. §1395nn(e)(8)(B); 42 C.F.R. §411.357(0(2).
325. 130For example, it was a common feature of most of the so-called “Labscam” prosecutions in the

mid-1990s of the major clinical blood laboratories for bundling unnecessary tests (and tests not specifically ordered
by a physician) with tests ordered by the physician (hat the blood laboratories, to get the physicians to “accept” the
unnecessary tests, provided the tests free of charge to the physician, or provided the group of bundled tests to the
physician  at  a  price  substantially  reduced  from  that  charged  to  the  Medicare  program.  The  lower  payments,
however, were not separately charged as kickback payments.

326. 8. Nonmonetary Compensation up to $300

327. A physician may accept nonmonetary compensation131 up to $300 from any entity
in any one year if that compensation does not take into account the volume or value of referrals
or other business generated between the parties,132 the physician and his staff do not solicit the
compensation,133 and the arrangement does not violate the anti-kickback statute.134 This exception
would allow a physician practice to accept small-dollar routine marketing services from sales
representatives,  such  as  tickets  to  spoiling  events  or  invitations  to  a  dinner  and  marketing
giveaways such as mugs, pads, pens, and golf balls, so long as the total value in any 1 year does



not exceed $300 and the item is not given with the specific intent to induce the referral of federal
health care program business, or received with the intent to make such a referral.

328. 9. Fair-Market- Value Compensation

329. A physician can enter into an arrangement with an entity to provide services or
items to that entity for compensation if the following conditions are satisfied:

1. the agreement is in writing, is signed by the parties, and covers only “identifiable items or
services, all of which are specified in the agreement”;135

2. the agreement specifies a time frame of any length, so long as the parties enter into only
one such agreement per year (where the time frame is less than 1 year, the agreement
may only be renewed on the same terms);136

3. the compensation must be set out in advance, be consistent with “fair market value,” and
“not  be  determined  in  a  manner  that  takes  into  account  the  volume or  value  of  any
referrals or other business generated by the physician;137

4. the transaction must be “commercially reasonable” and further the “legitimate business
purposes of the parties”;138

5. the arrangement must either fit within a safe harbor to the anti-kickback statute,  have
received approval from the OIG in an advisory opinion, or not violate the anti-kickback
statute;139 and

6. the  services  that  the  physician  is  to  provide  in  the  arrangement  must  not  involve
“counseling or promotion of a business arrangement or other activity that violates a State
or Federal law.”140

330.

331.

332. _______________
333. 131“This term is specifically defined to exclude “cash or cash equivalents.” 42 C.F.R. §411.357(k).
334. 13242 C.F.R. §41 l.357(k)(l).
335. 13342 C.F.R. §411.357(k)(2).
336. 13442 C.F.R. §411.357(k)(3).
337. 13542 C.F.R. §411.357(/)(1).
338. 13642 C.F.R. §411.357(0(2).
339. 13742 C.F.R. §411.357(0(3).
340. 13842 C.F.R §411.357(0(4).
341. 13942 C.F.R. §411.357(0(5).
342. 14042 C.F.R. §41 1.357(0(6).

343. Pursuant  to  this  exception,  Stark  would  not  prohibit  a  doctor  from  being
employed  by  a  durable  medical  equipment  supplier  as  a  consultant  pursuant  to  a  written
agreement, even where the doctor routinely purchases products from that supplier, so long as the
consulting payments are bona fide—they represent fair value for work performed—and so long
as  the  doctor  did  not  get  the  opportunity  to  make  money as  a  consultant  because  of  or  in
exchange for his referrals of DME business to the company.141



344. 10.  Medical  Staff  Incidental  Benefits,  Risk-Sharing  Agreements,  and  Compliance
Training

345. Three additional exceptions protect arrangements often present in the hospital or
health maintenance organization context.

346.

347. First, a hospital may compensate a member of its medical staff, in the form of
“medical  staff  incidental  benefits,”  if  it  offers that  compensation to all  members  of the staff
without taking the volume or value of referrals into account,142 the benefits are only offered while
the staff is making rounds or “performing duties that benefit the hospital or its patients”;143 the
benefits are offered only at the hospital;144 and the compensation is “reasonably related” to the
provision of care, or designed to facilitate the delivery of care.145 In addition, the compensation
must be consistent with that provided by other hospitals in the area, or by comparable hospitals
in  comparable  areas;146 it  must  be  of  “low  value”—defined  to  be  less  than  $25—on  each
occurrence;147 and it must not be related to the volume or value of any referrals by the staff
member  to  the  hospital.148  Lastly,  the  provision  of  incidental  benefits  must  not  violate  the
antikickback statute.149 This exception, for example, would permit a hospital to provide food to
physicians on staff at a hospital cafeteria or dining room, so long as the cost of the meal per
doctor does not exceed $25.

348.

349. Second,  a  managed  care  organization  (MCO)  or  an  independent  physician
organization may enter into a risk-sharing arrangement with a physician that includes withholds,
bonuses, and risk pools, so long as the arrangement does not violate the anti-kickback statute and
applies  only  to  services  provided  by  the  physicians  to  enrollees  in  the  health  plan.150 This
provision would permit an MCO to encourage physicians to perform care more cost efficiently,
as long as it is not done in violation of the anti-kickback statute.

350.

351. Third, a hospital may provide a physician with compliance training “provided the
training is held in the local community or service area.”151 This

352. ________________
353. 141See, e.g. United States v. Baystate Ambulance & Hosp. Rental Serv., Inc., 874 F.2d 20 (1st Cir.

1989).
354. 14242 C.F.R. §411,357(m)(1).
355. 14342 C.F.R. §411.357(m)(2).
356. 14442 C.F.R. §411,357(m)(3).
357. 14542 C.F.R. §411,357(m)(4).
358. 14642 C.F.R. §411,357(m)(5).
359. 14742 C.F.R. §411.357(m)(6).
360. 14842 C.F.R. §41 1.357(m)(7). 
361. 14942 C.F.R. §411,357(m)(8).
362. 15042 C.F.R. §411.357(n).
363. 15142 C.F.R. §411.357(o).

364. requirement is clearly designed to exclude compliance training offered by a hospital at a
resort location from protection of the Stark law exceptions.

365.



366. Each of these exceptions apply to normal business practices involving hospitals,
MCOs,  or  independent  physician  organizations,  and  are  designed  to  except  from the  Stark
prohibitions arrangements that are generally considered to be beneficial to the efficient delivery
of health care.

367.

368. 11. Indirect Compensation Arrangements

369. An “indirect compensation arrangement” is excepted from the Stark prohibitions if:

1. the compensation received represents “fair market value for services and items actually
provided  not  taking  into  account  the  value  or  volume  of  referrals  or  other  business
generated by the referring physician;

2. the arrangement is in writing, signed by the parties, and specifies the services covered by
the arrangement; and

3. the compensation does not violate the anti-kickback statute.152

370.

371. C.  Safe  Harbors  Relating  to  Both  Ownership  and  Investment  Interests  and
Compensation Arrangements

372. 1. Physician Services Provided in a Group Practice

373. The services covered in this safe harbor include those services referred from one
physician  in  a  “group  practice”153 to  another  physician  in  that  same  practice.154  The  statute
contains an extensive definition of “group practice" that must be considered and understood by
the practitioner.155 In a group practice, each physician must provide “substantially the full range
of  services”  that  a  physician  routinely  provides;156 services  must  be  hilled  as  having  been
provided

374.

375. _______________
376. 15242 C.F.R. §411.357(p).
377. 153Group  practice”  is  defined  in  detail  in  42  U.S.C.  §  I395,  See  also  42  C.F.R.  §411.352.

“Physician  services"  is  defined  in  the  principal  definition  section  of  Title  42  to  mean  ''professional  services
performed hy physicians, including surgery, consultations and home office and institutional calls" hut not including
"services provided in a hospital" hy an “intent or resident in training." See 42 U.S.C. §1395x(q) & (b)(6). Sen also
42 C.F.R. §410.20 (definition of physicians’ services).

378. 15442 U.S.C. § 1395m(b)(I); 42 C.F.R. §411.355(a)(1).
379. 15542 C.F.R.  §411.352 contains  a  lengthy  and  substantially  more  detailed  definition  of  group

practice. That section provides that the group practice must be a single legal entity, as that term is defined in the
regulation  (subpart  (a));  the  practice  must  have  at  least  two physicians  who are  members  of  the  group;  each
physician  in the practice  must provide “substantially the full  range  of  patient  care  services"  that  the physician
normally provides: at least 75% of the patient care services provided by the physicians must he provided through the
group practice and the payments received must he treated as group receipts: expense and income distributions must
be distributed according to a prearranged methodology; the group must have a unified business structure with at
least centralized decision making, billing, and utilization review; compensation of group members may not be based
upon referrals; and the group members must personally conduct at least 75% of all patient encounters. 42 C.F.R.
§411.352(a)—(h). Subpart (i) sets forth an additional special rule regarding productivity bonuses and profit shares.

380. 15642 U.S.C. § 1395nn(h)(4)(A)(i).



381. by the group;157income and expenses, including overhead expenses, must be shared as
group expenses;158 physicians must not be paid by the group based upon the volume or
value  of  referrals  to  other  members  of  the  group;159 and  the  group  physicians  must
personally conduct at least 75 percent of all “physician-patient encounters.”160 These rules
are designed to exclude from group practice a physician who is a member of the practice
in name only and who might be included in the “group” solely because he or she is a
significant referral source. For example, a primary care physician who is not physically
located in the same office suite  and thus does not practice medicine with a group of
orthopedists cannot be considered to be a part of the orthopedic group practice (and thus
have his  or  her  referrals  to  the  orthopedists  qualify for  the  §1395nn(b)(l)  exception)
merely by including his or her name in the group practice’s partnership documents as a
partner in the group practice.

382. 2. In-Office Ancillary Services

383. The  services161 covered  in  this  safe  harbor  include  services  furnished  (1)
“personally” by the referring physician, by someone in his or her group practice, or by someone
under  his  or  her  direct  supervision;  and (2)  either  in  the  same building  or,  if  the  referring
physician is in a group practice, in another building used by the group practice for the provision
of “some or all” of the group’s clinical laboratory services or for the “centralized provision” of
some other of the group’s “designated health services.”162 In addition, these ancillary services
must be billed by the physician performing or supervising the performance of the services under
a billing number assigned to the group practice or one of its wholly owned subsidiaries (and not
under the billing number of a specific physician or some other, not-wholly-owned, entity).163 For
example, a physician in the group practice that runs its own blood laboratory for the performance
of some routine blood testing may refer one of his or her patients to the group practice’s blood
laboratory for such routine blood testing, provided that the group practice’s billing number is
used to bill Medicare for the blood work.

384.

385. The safe harbor exception set forth in the accompanying regulation164 expands the
covered ancillary services to include DME such as canes, crutches, walkers and folding manual
wheelchairs, and blood glucose monitors,165 provided that:

386. _________________
387. 15742 U.S.C. § 1395nn(h)(4)(A)(ii).
388. 15842 U.S.C. § 1395nn(h)(4)(A)(iii).
389. 15942 U.S.C. § 1395nn(h)(4)(A)(iv).
390. 16042 U.S.C. § 1395nn(h)(4)(A)(v).
391. 161These services do not include “durable medical equipment” (but do include infusion pumps) and

“parenteral and enteral nutrients, equipment and supplies.” 42 U.S.C. § 1395nn(b)(2), Given the statutory structure
in the negative (essentially, “everything is prohibited except the following”), this exclusion within an exclusion is
fairly confusing. What it appears to mean is that the permitted exception for referral of in-office ancillary services
(1) does not include referrals for durable medical equipment, but does include such referrals for infusion pumps; and
(2) does not include referrals for parenteral and enteral nutrients, equipment, and supplies.

392. 16242 U.S.C. § 1395nn(b)(2)(A); 42 C.F.R. §411.355(b).
393. 163See 42 C.F.R. §411.355(b)(3).
394. 16442 C.F.R. §41 1.355(b).



395. 16542 C.F.R. §411.355(b)(4).

1. a patient “requires the item for the purposes of ambulating,” needs the item in order to
leave the doctor’s office, or is given a glucose monitor essentially as a starter kit (with no
more than 100 test strips);166

2. the item is given to the patient in the same office building167 by the doctor who ordered
the DME, or by another doctor in the same practice, or by an employee of the doctor who
ordered the DME;168

3. the doctor fulfills the DME supplier standards set forth in 42 C.F.R. §424.57(c);169 and

4. the arrangement in which the DME is provided to the patient does not violate the anti-
kickback statute.170

396. The  regulation  also  specifically  includes  in  the  exception  infusion  pumps  (including
external ambulatory infusion pumps) but excludes all other DME and all parenteral and
enteral nutrients, equipment, and supplies.

397. 3. Prepaid Health Plans

398. The  prohibition  against  referrals  does  not  apply  to  referrals  within,  and  thus
services  provided  by,  certain  prepaid  health  plans,  including  qualified  health  maintenance
organizations.171 As set forth in both the statute and the parallel regulation, such plans include
health  maintenance  organizations;172 coordinated  care  plans,  such  as  Medicare+Choice
organizations;173 and health care prepayment plans.174

399. 4. Certain Clinical Laboratory Services

400. Clinical laboratory services furnished either in an ambulatory surgical center, an
end-stage renal  disease facility,  or by a hospice are  excepted  from the Stark prohibitions,  if
payment for those services is included in the payment rate to the ambulatory surgical center, the
composite payment rate to the end- stage renal disease facility, or in the per diem payment for
the hospice care.175

401. 5. Academic Medical Centers

402. Services provided by an academic medical center are excepted if the following
conditions are satisfied:

403.

404.

405.

406. _____________
407. 16642 C.F.R. §41 l.355(b)(4)(i).
408. 16742 C.F.R. §41 l.355(b)(4)(ii). 
409. 16842 C.F.R. §411.355(b)(4)(iii).
410. 16942 C.F.R. §411.355(b)(4)(iv).
411. 170l42 C.F.R. §41 l.355(b)(4)(v).



412. 17142 U.S.C. §1395nn(b)(3). For a definition of “qualified health maintenance organization,” see
42 U.S.C. §300e-9c. See also 42 C.F.R. §411.355(c).

413. 17242 U.S.C. §1395nn(b)(3)(A) & (D); C.F.R. §411.355(c)(1) & (4). 
414. 17342 U.S.C. § 1395nn(b)(3)(E); 42 C.F.R. §411.355(c)(5).
415. 17442 U.S.C. §l395nn(b)(3)(B); 42 C.F.R. §411.355(c)(2).
416. 17542 C.F.R. §411.355(d).

1. the referring physician is a bona fide full-time or substantial part-time employee176 of
the center  with a  bona fide faculty appointment177 at  the affiliated medical  school,  is
licensed to practice medicine in the state,178 and provides substantial academic or clinical
teaching services to the center;179

2. the total compensation at the center does not exceed the fair market value of all of the
services provided, and was not determined in a manner that took into account the volume
or value of any referrals;180 and

3. the  referring  physician’s  compensation  agreement  does  not  violate  the  anti-kickback
statute.181

417. To qualify,  the academic medical  center must  be one of the following:  an accredited
medical center;182 an affiliated practice plan that is a 501(c)(3) or (c)(4)183 nonprofit, tax-
exempt organization;184 or one or more hospitals, a majority of whose staff are faculty
members, and a majority of whose admissions are made by that staff.185 In addition, the
center must meet the following three requirements for the exception to apply:

1. all  transfers of money between components  of the center  must  “directly or indirectly
support the missions of teaching, indigent care, research or community service”;186

2. a written agreement must govern the relationship among all of the components of the
center;187

3. all money paid to a referring physician for research must be used solely to support bona
fide research.188

418. 6. Implants in Ambulatory Surgical Centers

419. Payments for implants, as set forth below, are excepted if implanted in a surgical
procedure performed in an ambulatory surgical center if the arrangement for the furnishing of the
implant does not violate the anti-kickback statute189 and when billing and claims submissions for
the implants comply with all federal and state laws and regulations.190 This exception applies
only to the

420.

421. __________
422. l7642 C.F.R. §41 l.355(e)(l)(i)(A). 
423. 17742 C.F.R. §411.355(e)(l)(i)(C). 
424. 17842 C.F.R. §41 l.355(e)(l)(i)(B).
425. 17942 C.F.R. §4ll.355(e)(l)(i)(D). 
426. 18042 C.F.R. §411.355(e)(l)(ii). 
427. 18142 C.F.R. §41 l.355(e)(l)(iv).



428. 18242 C.F.R. §41 1,355(e)(2)(i).
429. 18329 U.S.C. §501(c)(3) & (c)(4). 
430. 18442 C.F.R. §411.355(e)(2)(H). 
431. 18542 C.F.R. §411.355(e)(2)(iii). 
432. 18642 C.F.R. §41 l.355(e)(l)(iii)(A). 
433. 18742 C.F.R. §41 l.355(e)(l)(iii)(B). 
434. 18842 C.F.R. §411,355(e)(l )(iii)(C).
435. 18942 C.F.R. §411.355(f)(3). 
436. 19042 C.F.R. §411.355(f)(4).

437. financial  relationship  between  the  referring  physician  and  the  ambulatory  surgical
center.191

438. Covered  implants  include  cochlear  implants,  intraocular  lenses,  and  other  implanted
prosthetics, prosthetic devices, and implanted DME that meet the following criteria:

1. the implant is furnished by the referring physician in a Medicare- approved ambulatory
surgical center with which the physician has a financial relationship;192 and

2. the  implant  procedure  is  done  on  a  patient  during  surgery  performed  in  the  same
ambulatory surgical center where the implant is furnished.193   

439. 7. EPO and Other Dialysis-Related Outpatient Prescription Drugs

440. Payments for EPO or epogen and other dialysis-related prescription drugs furnished in or
by  an  end-stage  renal  disease  (ESRD)  facility,  which  drugs  are  identified  by  the  CPT and
HCPCS codes set forth on the Centers for Medicare and Medicaid Services (CMS) web site,194

and in annual updates published in the Federal Register, are excepted if the following criteria are
met:

1. the EPO or other dialysis-related drugs are furnished in the ESRD facility;195

2. the  arrangement  for  the  furnishing of  these  drugs  does  not  violate  the  anti-kickback
statute;196 and

3. the billing and claims submissions for the drugs comply with all federal and state laws
and regulations.197

441. This exception applies only to the financial arrangement between the referring physician
and  the  ESRD  facility.198 Drugs  are  “furnished”  in  an  ESRD  facility  if  they  are
administered or dispensed to a patient in or by the ESRD facility.199

442. 8. Preventive Screening Tests, Immunizations, and Vaccines

443. Payments  for  preventive  screening tests,  immunizations,  and vaccines  that  are
covered by Medicare and identified by CMS by CPT or HCPCS code on its web site or annually
in the Federal Register200 are excepted if the following criteria are met:

444.

445.



446.

447. _________________
448. 19142 C.F.R. §41 1.355(f)(5).
449. 19242 C.F.R. §41 1.355(f)(1).
450. 19342 C.F.R. §41 1.355(f)(2).
451. 194The  CMS  web  site  address  is  http://www.ems.gov.  As  of  July  1,  2001,  the  Health  Care

Financing  Administration  (HCFA)  was  renamed  the  Centers  for  Medicare  and  Medicaid  Services  (CMS).  For
purposes of this chapter, references typically will be to CMS.

452. 19542 C.F.R. §411.355(g)(1).
453. 19642 C.F.R. §411.355(g)(2).
454. 19742 C.F.R. §41 1.355(g)(3).
455. 19842 C.F.R. §411.355(g)(4).
456. 19842 C.F.R. §411.355(g)(1).
457. 20042 C.F.R. §411.355(h)(5).

1. the administration of these items are subject to the CMS-mandated frequency limits;201

2. these items are reimbursed by CMS on a fee-for-service basis;202

3. the  arrangement  for  providing  these  items  does  not  violate  the  federal  anti-kickback
statute;203 and

5. the billings and claims submissions for these items comply with all federal and state laws
and regulations.204

458. 9. Eyeglasses and Contact Lenses Following Cataract Surgery

459. Payments for eyeglasses and contact lenses that are covered by Medicare are excepted if
these items are furnished to a Medicare patient  following cataract surgery and the following
conditions are met:

1. provision of the eyeglasses or contact lenses complies with 42 C.F.R. §§410.36(a)(2)(ii)
and 414.228, respectively;205

2. the arrangement for providing these items does not violate the antikickback statute;206 and

3. billing and claims submissions for these items comply with all federal and state laws and
regulations.207

460. IV. REPORTING REQUIREMENTS

461. To assist in the enforcement of the Stark prohibitions, § 1395nn(f) sets forth a
series  of  mandatory  reporting  requirements  regarding  physician  “ownership,  investment,  and
compensation arrangements.” To comply,208 every entity that bills Medicare for items or services
must:

1. identify the covered items and services provided by the entity;209 and

2. identify the names and “unique physician identification numbers of all physicians with an
ownership or investment interest” or with “a compensation arrangement” in the entity.210



462. With  respect  to  each  physician  identified,  the  entity  must  specify  the  nature  of  the
financial relationship and, if requested by CMS, the extent and/or value of the ownership
or investment interest or the compensation arrangement.211

463.

464.

465.

466. _________________

467. 20142 C.F.R. §41 1.355(h)(1).
468. 20242 C.F.R. §411.355(h)(2). 
469. 20342 C.F.R. §411.355(h)(3). 
470. 20442 C.F.R. §411.355(h)(4).
471. 20542 C.F.R. §411.355(i)(l). 
472. 20642 C.F.R. §41 l.355(i)(2).
473. 20742 C.F.R. §41 1 .355(i)(3).
474. 208See also 42 C.F.R. §411.361.
475. 20942 U.S.C. §l395nn(f)(l); 42 C.F.R. §411.361(c)(3).
476. 21042 U.S.C. § 1395nn(f)(2); 42 C.F.R. §411.361(c)(1) & (c)(2). 
477. 21142 C.F.R. §411.361(c)(4).

478. CLIENT must take scrupulous care in preparing this information, as inaccuracies
in the reporting of ownership or investment interests, or of compensation arrangements, will take
on  heightened  importance  and  relevance  in  any  investigation  of  payment  and  referral
arrangements between an entity and one or more physicians. Factors that would be considered by
investigators and prosecutors in attempting to determine whether the failure to identify such an
arrangement shielded not only a Stark violation from discovery, but that also itself constituted
the making of a material false statement to a federal agency, in violation of 18 U.S.C. §1001,
include the following:

1. Past reporting practices and the timing of the failure to report (had the entity in the past
apparently always accurately reported such interests and arrangements, only to “forget”
in this instance?); and

2. The extent and value of the referral relationship; thus addressing in the investigation the
issue of whether the entity had a reason for hiding the interest/arrangement (included in
this analysis is the question of whether the referral relationship was financially valuable
for the entity, thus demonstrating in part the materiality of the omission, and providing a
motive for the failure to disclose).

479.V. PENALTIES

480. The penalties for violation of the Stark prohibitions are designed to deter not only
the physician but also the entity seeking to bill the Medicare program for an improperly referred
item or service. The penalties are structured to make the program whole, to deter the formation
of prohibited arrangements, to deter billing for services in a prohibited arrangement, and to deter
the failure to identify prohibited arrangements, where that duty exists.

481. A. Refund for Prohibited Services



482. First,  payment  for  a  prohibited  referred  designated  health  service  is  barred.212

Thus, the entity to whom a physician has referred a patient for an item or service in violation of
the Stark prohibitions is prohibited from billing Medicare for the service. Any amounts billed
and collected for such services are subject to refund; this provision would cover both amounts
collected from the Medicare program as well as copayments collected from the patient.213

483. B. Penalty for Each Billed Service

484. Second,  both  the  entity  to  whom the  physician  makes  the  prohibited  referral
(“[a]ny person that presents”) as well as the physician who makes the prohibited referral (“[a]ny
person that...  causes to  be presented”)  are  subject  to a  CMP of $15,000 for each prohibited
referral that is billed to the Medicare or Medicaid

485. ____________

486. 21242 U.S.C. §1395nn(g)(l). 
487. 21342 U.S.C. § 1395nn(g)(2).

488. programs.214 Moreover, pursuant to the CMP provisions of 42 U.S.C. § 1320a- 7(a), both the physician and
the entity are subject to “an assessment of not more than three times the amount claimed for each such
service  in  lieu  of  damages  sustained  .  .  .  because  of  such  claim”  and each  is  exposed  to  permissive
exclusion from participation in federal health care programs.215

489. C. Penalty for Each Prohibited Referral Arrangement

490. Third, the statute provides for a penalty, both as to the physician who enters into a
prohibited referral arrangement and the entity to whom the referrals are made, of “not more than
$100,000” for “each such arrangement or scheme.”216 This penalty is without regard to whether
any  services  provided  through  the  prohibited  referral  arrangement  have  been  billed  to  the
Medicare program. In addition, both the physician and the entity may be permissively excluded
from  federal  health  care  benefit  programs  for  having  entered  into  such  an  arrangement,
regardless whether any services had been billed to the programs.217

491. D. Penalty for Failing to Identify Prohibited Referral Arrangements

492. As noted earlier,218 each entity that bills the Medicare program must identify to
the Secretary its ownership, investment, and compensation arrangements. Failure to report that
information subjects the entity to up to a $10,000 per day CMP, as well as permissive exclusion,
regardless of whether any prohibited referrals have been made or billed.219

493. E. Cumulative Effect of Penalties

494. Taking the penalties  together,  if  CLIENT were to  refer  a  patient  for  physical
therapy  services  to  a  physical  therapy  clinic  in  which  he  or  she  is  a  part  owner,  both  the
physician and the clinic can be

1. forced to repay to the program and to the patient any amounts billed by the clinic for
physical therapy services;



2. forced to pay a fine of up to $15,000 for each physical therapy service performed at the
clinic  on a patient  referred by the physician,  where that claim has been billed to the
Medicare program (without regard to whether the claim has in fact been paid);

3. forced to pay a fine of up to $100,000 for simply entering into the referral arrangement in
the first place, without regard to whether any

495.

496.

497.

498.

499.

500.

501.

502. _____________
503. 21442 U.S.C. § 1395nn(g)(3).
504. 21542 U.S.C. §l320a-7a(a).
505. 21642 U.S.C. § 1395nn(g)(4).
506. 21742 U.S.C. §l320a-7a(a).
507. 2l8For a discussion of reporting requirements, see supra Section IV. 
508. 21942 U.S.C. § 1395nn(g)(5) ; 42 C.F.R. §411.361 (t).
509. physical therapy services were provided to referred patients or ever billed to the program; and

510. 4. excluded from further participation in any federal health care program.

511. In addition, if the clinic owned in part by CLIENT has failed to identify that fact to the
Secretary,  the  clinic  can  be  fined  up to  $10,000 for  each day it  fails  to  identify the
physician’s part ownership.

512. Although  these  penalties  seem severe,  they  in  fact  can  be  just  the  tip  of  the
iceberg, as any referral arrangement in violation of the Stark prohibitions also would be subject
to  the  anti-kickback  statute’s  criminal  enforcement  penalties.  On  top  of  these  severe  civil
penalties,  the physician,  the physical therapy clinic,  and its other owners can be subject to a
lengthy (and costly) grand jury investigation, which could result in a criminal prosecution. Given
these  rather  drastic  penalties,  the  practitioner  should  review  carefully  the  restrictions  on
physician ownership and investment interests and compensation arrangements with all of his or
her health care clients.

513.

514.VI. ADVISORY OPINIONS

515.

516. Similar  to  the  authority  granted  to  the  OIG,  CMS has  the  authority  to  issue
advisory opinions regarding “whether a referral relating to designated health services (other than
clinical laboratory services) is prohibited” by Stark.220 Procedures governing the submission of a



request for an advisory opinion, and the effect of such an opinion once issued, are set forth in 42
C.F.R. §§411.370 through 411.389. Advisory opinions are published on the CMS web site at
http:// www.cms.gov. As of January 1, 2001, only two advisory opinions regarding application of
Stark had been written by CMS and published on its web site.
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XXVIII. A  client  has  just  sought  advice  regarding  a  proposed  business  venture  involving
multiple parties, some of whom are able to control patient referrals among the group, some of whom
are paid on a fee-for-service basis, and some of whom have no direct dealings with the Medicare
program. Regardless of how the arrangement is viewed, one participant or another gets paid in some
fashion related to the delivery of health care to patients referred by another participant, and some of
those referrals are Medicare- and Medicaid-insured patients. Some of the remuneration in the deal
qualifies  as  an  inducement  for  the  delivery  of  health  care  and probably  runs  afoul  of  the  anti-
kickback statute.1

XXIX.

XXX. Prior to 1997, a transaction attorney’s only option was to advise the client as best he or
she could, in a relative “enforcement vacuum” with minimal guiding case law. Such advice was often
unsatisfactorily  and  routinely  riddled  with  ambiguities  and  exceptions.  The  closer  the  proposed
arrangement was to the “edge,” the less comforting and sure the advice. Clients could not be certain
of  the legality  of  their  conduct;  attorneys  could  not  advise  their  clients  that  a  deal  or  proposed
arrangement passed muster.

XXXI.

XXXII. The health care industry and health  care attorneys  long criticized the absence of a
mechanism to seek an advisory opinion from the Department of Health and Human Services (1II IS)
in advance of entering into a financial or other compensation arrangement between parties who also
happen to have a referral relationship, as to the legality of (he proposed arrangement. The Health
Insurance Portability and Accountability Act of 1996 (H1PAA) implemented just such an advisory
opinion process.2 As the Secretary of HHS noted in the course of implementing the process, advisory
opinions  were  a  “means  of  relating  the  antikickback  statute  to  the  particular  facts  of  a  specific
arrangement.”3

XXXIII. II. THE ADVISORY OPINION PROCESS

XXXIV. The advisory opinion process allows a party to seek an opinion on whether particular
conduct falls within a safe harbor;  whether the conduct,  although facially invalid  under the anti-
kickback  statute,  is  nonetheless  deserving  of  safe  harbor  protection;  or  whether  certain  conduct
would  subject  that  party  to  a  civil  exclusion  sanction  under  42  U.S.C.  §l320a-7a.  In  short,  the
advisory opinion process allows the Secretary not only to opine on and define circumstances that
would violate the anti-kickback statute (or subject a party to potential



XXXV. ____________________

XXXVI. 1For discussion of the anti-kickback statute and safe harbors, see Chapter 7. See Appendix B for full
text of the statute.

XXXVII. 2Pub. L. No. 104-191, §205(b), 110 Stat. 1936 (1996). The advisory opinions issued through January 4,
2001, are reprinted in full in Appendix E in this volume.

XXXVIII. 362 Fed, Keg. 7,350, 7,351 (Feb. 19, 1997). Compare these statements with those set forth from the
Secretary at 56 Fed. Reg. 35.952, 35.959 (July 29, 1991), There, with the enactment of the final rule regarding the anti-
kickback safe harbors in 1991, the Secretary rejected establishing an advisory opinion process (“We have concluded that
we will not provide a mechanism responding to individual requests for advisory opinions about the legality of a particular
business arrangement under the statute. The statute is primarily a criminal statute, and the Department of Justice is vested
with exclusive authority to enforce all criminal laws”; "it is impossible as a practical matter to give meaningful advice
with respect to liability under the statute in the context of a letter ruling”; the types of factual summaries that typically
accompany requests  for  advisory opinions—descriptions  of  proposed  management  contracts  oi  lease  agreements,  or
prospectuses of joint ventures—arc likely, however, to be insufficient for purposes of understanding the motives of the
parties.").

XXXIX. exclusion from the Medicare program), but also to extend safe harbor protection to
certain proposed arrangements that contain “limitations, requirements or controls that give
adequate assurance that Federal health care programs cannot be abused.”4

XL. A. Requesting an Advisory Opinion

XLI. The advisory opinion request process includes the following requirements.5 

XLII. 1. Subject Matter

XLIII. An advisory  opinion  may  be  sought  by  a  person  or  entity6 like  CLIENT on  the
following subject matters:

1. “what constitutes prohibited remuneration” within the meaning of §1320a-7b(b);7 

2. whether an existing or proposed arrangement8 satisfies any of the statutory safe harbors set
forth  in  subpart  (b)(3)  of  the  antikickback  statute  for  “activities  which  do  not  result  in
prohibited remuneration”;9

3. whether  an  existing  or  proposed  arrangement  fits  within  an  established  (or  soon  to  be
established) safe harbor; 10  

4. what  constitutes  an  “inducement”  to  reduce  or  limit  services  under  the  Medicare  and
Medicaid programs as prohibited by §1320a-7a(b);11

5. whether any existing or proposed “activity” constitutes “grounds for imposition of a sanction”
under §320a-712 or §1320a-7a.13 

XLIV. The first four categories all pertain to or are limited to seeking advice regarding the
anti-kickback statute  or the Stark prohibitions.  The last  category,  however,  does not;  that
provision allows counsel to seek an advisory opinion regarding any kind or manner of billing
conduct that could result in a sanction of exclusion

XLV.

XLVI.



XLVII.

XLVIII. __________________

XLIX. 462 Fed. Reg. al 7351.

L. 5Set forth generally in 42 U.S.C. §§ I320a-7d(b), el seq.

LI.  642  C.F.R.  §1008.11  requires  that  the  requestor  “be  a  party  to  the  arrangement  or  proposed
arrangement that is the subject of the request.”

LII.  742 U.S.C. § 1320a-7d(2)(A).

LIII. 842 C.F.R.  §1008.11  further  provides  that  as  to  proposed  arrangements,  the  person  requesting  the
advisory opinion must “in good faith specifically plan [] to undertake” that arrangement.

LIV. 942 U.S.C. § 1320a-7d(2)(B).

LV. 1042 U.S.C. §1320a-7d(2)(B).

LVI. 1142 U.S.C. §1320a-7d(2)(D) refers to § 1320a-7b(b), which does not discuss “inducements to reduce or
limit services” to individuals entitled to such benefits, and therefore does not specifically provide for criminal penalties
for  such conduct.  In  contrast,  §l320a-7a(b)  does provide for  the imposition of civil  penalties for  such conduct.  The
authors accordingly conclude that the reference in subpart (D) to §1320a-7b(b) is in error, and that the reference should
be to §1320a-7a(b).

LVII. 12Relative to the “exclusion of certain individuals and entities from participation in the Medicare and
State health care programs.”

LVIII. 13Relative to the imposition of “civil monetary penalties.”

LIX. on  a  provider.14  Thus,  a  billing  scheme  that  counsel  and  CLIENT  fear  could  lead  to
accusations that the billings gamed the system could be the subject of an advisory opinion
request.

LX. By statute, there are two matters that cannot be the subject of an advisory opinion request:

1. whether the “fair market value shall be, or was paid or received for any goods, services of
property”;15 or

2. whether an individual is a bona fide employee within the requirements of §3121 (d)(2) of
Title 26.

LXI. There are certain significant regulatory restrictions on advisory opinion request submissions.16

First, requests seeking a “general interpretation, posing a hypothetical situation(s) or regarding the
activities of third persons” are not acceptable.17 Thus, a company aware of questionable conduct by a
competitor cannot seek an advisory opinion on its competitor’s conduct and then use such opinion to
its advantage in the marketplace.

LXII. Second,  requests  are  not  accepted  where  the  “same  or  substantially  the  same  course  of
conduct is under investigation or if it has been the subject of a proceeding involving” HHS or another
agency.18  This  is  a  significant  restriction  and is  designed to  prohibit  a  person who discovers  or
suspects that he or she was the subject of an investigation from seeking an opinion regarding his or
her ongoing conduct.

LXIII. Last, requests will not be accepted where an informed opinion cannot be provided or
where it could be provided only “after extensive investigation, clinical study or collateral inquiry.”19

In essence, the advisory opinion request must stand on its own and be “answerable” from the four



corners of the document and any attachment. All facts necessary for the issuance of an opinion must
be included.

LXIV.

3. Required Contents
LXV.

LXVI. There are specific content requirements for an advisory opinion request. In sum, these
require a full identification of the parties to the proposed or existing arrangement, including
all  pertinent  Medicare  and  Medicaid  provider  numbers,  a  complete  description  of  the
arrangement, production of all pertinent

LXVII.

LXVIII.

LXIX.

LXX. ___________________

LXXI. l4For example, Advisory Opinion No. 97-3 concerns an inquiry about whether certain transfers of assets
by a mother to her son more than 90 days in advance of applying for nursing home benefits would violate 42 U.S.C. §!
320a-7b(a)(6) (prohibiting the knowing and willful distribution of assets “in order for an individual to become eligible
for” Medicaid, if such disposition “results in the imposition of a period of ineligibility for such assistance. . ..”).

LXXII. 1542 U.S.C. §1320a-7d(b)(3)(A).

LXXIII. 16One of the “restrictions” pertains to the cost of processing the request, which must be borne by the
party seeking the advisory opinion and includes the salary and overhead expenses for all government employees who
devote any time to working on preparing the response. See, e.g., 42 C.F.R. §1008.31.

LXXIV. I742 C.F.R. §1008.15(b).

LXXV. 1842 C.F.R. §1008.15(c)(2).

LXXVI. 1942 C.F.R. §1008.15(c)(3).

LXXVII. documents,  and a complete description of all oral  understandings.20 The applicant21

also must  sign a certification22 verifying  that  all  of the information provided is  “true and
correct” and provide a “complete description of the facts regarding which an advisory opinion
is sought.”23

LXXVIII. In practice, in preparing an advisory opinion request, the practitioner should ensure
that the application includes the following:

1. a complete description of the proposed relationship;
2. a complete analysis and disclosure of all existing business and referral relationships between

the parties to the proposed arrangement, both those that are subject to written agreements and
those that simply exist through established pattern and practice or by oral agreement between
the parties;

3. a complete description of the parties to the proposed arrangement, including a listing of all
owners and investors, all subsidiaries and related and affiliated companies, and all persons or
entities  with  compensation  arrangements  with  the  parties  to  the  proposed  (or  existing)
arrangement,  where  those  persons,  entities,  or  affiliates  either  have  an  effect  on  referral



relationships that exist or may exist under the proposed arrangement, or that may have an
effect on the operation or implementation of the proposed arrangement.

LXXIX.

LXXX. The more complete the picture presented of the proposed (or existing) arrangement
within  the  established  context  of  the  parties  to  the  arrangement,  the  more  accurate  the
Secretary's  advisory opinion  will  be.  The  protection  offered  a  provider  from a  favorable
opinion  is  greater  where  there  are  no  material  discrepancies  between  the  proposed
arrangement and the arrangement actually entered into. As a practical matter, no arrangement
that is implemented after receipt of a favorable advisory opinion ever mirrors exactly the set
of facts set forth in the initial request, however hard the parties may have tried. Accordingly,
the greater  the detail  that  is  presented regarding the arrangement,  the less likely that any
discrepancies will ever be considered material. Should any approved arrangement come under
scrutiny later, investigators are likely to explore whether it was to the parties’ advantage to
hide an omitted fact and if so, why.

LXXXI. 3. Consultation with Department of Justice and U.S. Attorneys' Offices

LXXXII. The  Secretary  has  the  burden  of  issuing  the  opinions,  but  can  do  so  “only  after
consultation  with  the  Attorney  General,”24 a  requirement  undoubtedly  intended  to  ensure  that  a
prospective agency opinion does not compromise

LXXXIII.

LXXXIV.

LXXXV. _______________

LXXXVI. 2042 C.F.R. § l008.36(a)(l) -(4).

LXXXVII. 21  Who must  sign  depends  upon the  nature  of  the  applicant.  If  the applicant  is  a  corporation,  the
application must be signed by the chief executive officer also; if the applicant is a partnership, then a managing partner
must sign. Individual applicants (and not a representative) must sign their own applications. 42 C.F.R. § 1008.36(a).

LXXXVIII. 2242 C.F.R. § 1008.38(c). If the application pertains to a proposed arrangement, the certification also
must verify that, pending clearance, the applicant in good faith intends to enter into the proposed arrangement. Id.

LXXXIX. 2342 C.F.R. § 1008.38(a).

XC. 2442 U.S.C. § 1320a-7d(b)(l).

XCI. law  enforcement  prosecutions.  This  statutory  requirement  has  resulted  in  an  extensive
consultation arrangement between the Office of Inspector General (OIG) and the Department
of Justice (DOJ) regarding each advisory opinion request. The time limits25 inherent in the
statute require that the process be followed strictly.

XCII.Upon receipt of a request for an advisory opinion, HHS forwards the request to the DOJ,
through the Fraud Section of the Criminal Division. The Criminal Division, in addition to conducting
its own review of the request, also canvasses all 97 U.S. Attorneys’ Offices. The communication
identifies the party or parties seeking an advisory opinion and describes in general terms the proposed
business  arrangement.  HHS  thereafter  solicits  input  from each  of  the  U.S.  Attorneys  regarding
whether any office:



1. would like to see a copy of the full request;

2. has an investigation pending on any issue relative to the parties seeking the advisory opinion;

3. has an investigation on a referral relationship similar to that described in the advisory opinion
request,  whether  or  not  the  parties  seeking  the  request  are  involved  in  such  pending
investigation; and

4. would like to provide input regarding the request.

XCIII. Input so solicited from the various U.S. Attorneys is thereafter considered as a part of
the Attorney General’s response to the Secretary regarding the requested advisory opinion.

XCIV. 4. Time Frame for Response

XCV. The Secretary must issue any requested advisory opinion within 60 days.26 This tight
time frame imposes a considerable burden on the Secretary,  the DOJ, and the 97 U.S. Attorneys.
Within  60 days  after  acceptance  of an advisory opinion request,  the Secretary and the  Attorney
General are required to: review the request; canvass all 97 U.S. Attorneys; determine whether, in; my
jurisdiction, the proposed arrangement, or one just like it, is already under investigation; solicit the
views  of  prosecutors  across  the  country  regarding  the  merits  of  the  proposed  arrangement;  and
prepare and issue a final opinion.

XCVI. B. Effect of an Advisory Opinion

XCVII. Any advisory opinion issued by the Secretary is binding not only on the Secretary, but
also on the party or parties requesting the opinion.27

XCVIII. This  provision  has  significant  ramifications  for  enforcement  of  the  anti-  kickback
statute. The binding nature of the opinions will act as a statutory estoppel or bar to any prosecution of
an  individual  for  an  alleged  violation  of  the  anti-kickback  statute,  if  the  Secretary  by  opinion
approved the conduct, so

XCIX.

C. ___________________

CI. 25For further discussion of the time frame for issuing an advisory opinion, see infra Section II. A.4.

CII. 2642 C.F.R. § 1008.43(c). Given that the Secretary has 10 days after receipt of the advisory opinion to
accept or reject the request, the time period for the consideration, preparation, and issuance of an advisory opinion is
effectively 70 days. See 42 C.F.R. §1008.41(b).

CIII. 2742 C.F.R. §1008.15.

CIV. long as the arrangement was in fact implemented in the same manner (or in materially the
same way) as presented to the Secretary in the advisory opinion request. Conversely, where
the Secretary opines that a proposed arrangement violates the anti-kickback statute, then that
legal conclusion is binding on the party(s) seeking the opinion. Should those parties thereafter
implement the arrangement in the same or substantially the same manner as disapproved by
the Secretary,  the Secretary's  previous disapproval  of the arrangement  will  be binding on
those  parties  in  any  subsequent  criminal  prosecution  or  civil  enforcement  proceeding.28

Indeed, any such litigation will likely focus on the differences, if any, in implementation of



the proposed arrangement and whether those differences are material and cure the prohibited
nature of the arrangement.

CV. The effect of an advisory opinion on an ongoing referral arrangement was litigated in
Zimmer,  Inc.  v.  Nu  Tech  Medical,  Inc.29 Zimmer  and  Nu  Tech  had  entered  into  a  referral
arrangement that required Zimmer to pay $60,000 within 30 days of execution of the agreement for
“consulting services to train the Zimmer field staff.”30 Zimmer refused to make the payment and Nu
Tech  threatened  arbitration.  At  that  point,  Zimmer  told  Nu  Tech  that  “performance  under  the
Agreement could amount to a violation of various federal health care statutes” and invited Nu Tech
to join it in requesting an advisory opinion from the OIG regarding the legality of the agreement.31

When Nu Tech declined, Zimmer did two things: On December 16, 1998, it filed an action seeking a
declaratory  judgment  in  federal  court  regarding  the  legality  of  the  signed  agreement,  and  on
December 18, 1998, it filed an advisory opinion request with the OIG.32

CVI. On March 19, 1998, the OIG issued Advisory Opinion No. 98-1 regarding the parties’
agreement.33 In  that  opinion  (discussed  at  length  in  Section  III.D.3.  of  this  chapter),  the  OIG
concluded  that  it  did  not  have  sufficient  facts  to  form an  opinion  regarding  the  legality  of  the
agreement.  Nonetheless,  the  OIG  noted  its  concern  with  “potentially  abusive  marketing
arrangements”  and  discussed  at  length  numerous  potential  problems  with  the  agreement.34 In
conclusion, the OIG slated that the parties’ agreement provided “multiple opportunities and financial
incentives for marketing and billing activities that may lead individually or collectively, to more than
a minimal risk of Federal health care program abuse.”35

CVII. One year later, the U.S. District Court for the Northern District of Indiana ruled that
the agreement violated the antikickback statute and was illegal and

CVIII.

CIX.

CX. _____________

CXI. 28In a criminal proceeding, the fact that the parties had requested an advisory opinion that they knew to
be binding on them and then chose to  violate  the opinion will  be “binding”  in the sense that  such facts  should be
admissible to prove the parties’ knowledge of the statutory prohibitions and their willful intent to violate those rules. If,
however, as a matter of law, the Secretary’s opinion that the conduct violated the statute was wrong, that the party acted
in defiance of the opinion will itself not be proof of a violation of the anti-kickback act.

CXII. 2954 F. Supp. 2d 850 (N.D. Ind. 1999).

CXIII. 30Id. at 852.

CXIV. 31Id.

CXV. 32Id. at 852-53.

CXVI. 33OIG Advisory Op. No. 98-1 (Mar. 19, 1998).

CXVII. 34Id. at 5.

CXVIII. 35Id. at 8.

CXIX. unenforceable.36 In so ruling, and over the objection of Nu Tech,37 the federal court
considered at length and gave great deference to the conclusions drawn by the OIG in its



advisory opinion.38 The district court also rejected Nu Tech’s claims regarding deficiencies in
the OIG’s opinion. In particular, Nu Tech had argued to the federal court that “no one can say
whether the Agreement violates the anti-kickback statute without knowing the parties’ true
intent.”39 The  court  concluded  that  because  the  OIG  had  before  it  the  parties’  written
agreement, the conclusions that the OIG drew about the agreement were not unreasonable.40

The district court specifically noted that it gave Nu Tech “an opportunity to point out what it
believes  to  be inaccuracies  in  the  materials  submitted  to  the  OIG by Zimmer  and in  the
opinion issued by the OIG” and that the court’s consideration of the opinion in ruling on
Zimmer’s summary judgment motion was appropriate.41

CXX.

CXXI. C. Other Considerations

CXXII. 1. Legal Considerations

CXXIII. That a party that entered into a challenged arrangement failed to seek an advisory
opinion prior to implementation of the arrangement may not be introduced by the government in the
prosecution of that person for alleged violation of §1320a-7b(b). Indeed, quite to the contrary, it is
likely that the existing advisory opinions will form the basis for a good-faith defense to kickback act
prosecutions. Providers under investigation will assert that notwithstanding differences in the facts of
their particular arrangement, each of them reviewed and analyzed certain published advisory opinions
and reasonably thought that their conduct was not materially different from approved arrangements
and thus not proscribed by law.42

CXXIV.

CXXV.

CXXVI.

CXXVII. _____________

CXXVIII. 3654 F. Supp. 2d 850, 863-64.

CXXIX. 37Nu Tech notes that it was not a party to the request for an opinion from the OIG and pursuant to 42
U.S.C. §I320a-7d(b), its failure to seek or join in such a request may not be used as evidence to prove that it intended to
violate the statute.” 54 F. Supp. 2d at 856.

CXXX. 38Id. As the district court noted:

CXXXI. While Advisory Opinion 98-1 is not binding authority, “considerable weight should be accorded to an
executive department’s construction of a statutory scheme it is entrusted to administer.” Hanson v. Espy, 8 F.3d
469, 473 (7lh Cir. 1993) (quoting Chevron, U.S.A., Inc. v. Natural Resources Defense Council. Inc., 467 U.S.
837, 844, 104 S.Ct. 2778, 81 L.Ed.2d 694 (1984)). Advisory Opinion 98-1, as an agency interpretation of the
statute, is entitled to deference as an “informed judgment to which courts and litigants may properly resort for
guidance.” Klein v. Rush-Presbyterian-St. Luke’s Medical Center, 990 F.2d 279, 285 (7th Cir. 1993) (quoting
Skidmore v. Swift & Co., 323 U.S. 134, 139-40, 65 S.Ct. 161, 89 L.Ed. 124 (1944)).

CXXXII. 39Id. at 862.

CXXXIII. 40Id. at 856-57 (“Although Advisory Opinion 98-1 was based solely on the facts and information that
Zimmer supplied, the Agreement was part of the information the OIG considered. Based on the Agreement’s language,
there was nothing unreasonable or grossly misleading about the OIG’s conclusion[s].”).



CXXXIV. 41Id. at 857.

CXXXV. 42Such an argument also will likely form the basis for a defense of lack of specific intent to violate the
anti-kickback statute, especially given the holding in Hanlester (discussed

CXXXVI. Indeed, although each advisory opinion sets forth a limitation that it may not be relied
on by any person other than the requestor, in practice that limitation will likely not carry significant
weight. In U.S. Attorneys’ offices and at the DOJ, whether a party in fact reviewed and relied upon
an  issued  advisory  opinion  will  likely  be  relevant  to  the  decision  whether  to  prosecute  for  an
antikickback violation. The materiality of deviations from the arrangement approved in the advisory
opinion  will  be  evaluated.  It  also  can  be  expected  that  courts  will  review all  relevant  advisory
opinions, when ruling on whether a charged arrangement violates the anti-kickback statute.

CXXXVII. While an advisory opinion represents only the opinion of the OIG and can legally bind
only that agency, and not also the DOJ, other agencies and the courts will likely give the advisory
opinions  considerable  weight  and  deference  with  regard  to  interpretation  of  the  anti-kickback
statute.43

CXXXVIII.Given the large body of advisory opinions, the likelihood is great that an opinion may
generally  embrace  an  arrangement  similar  to  one  that  the  parties  are  proposing.  In  determining
whether  a  particular  payment  was  a  knowing  and  willful  violation  of  the  anti-kickback  statute,
evidence that CLIENT was aware of and had in fact discussed the substance of an advisory opinion
that explicitly criminalized such conduct (albeit for different parties) will be of great significance.
The fact that CLIENT was aware of an advisory opinion concluding that a proposed arrangement was
illegal and nonetheless chose to enter into a similar  arrangement  will  be relevant  to the issue of
criminal intent.

CXXXIX. 2. Advisory Letters Authored by HCFA in the 1970s

CXL. For a brief period of time in the 1970s, the Health Care Financing Administration
(HCFA), now Centers for Medicare and Medicaid Services (CMS), was responsible for enforcing the
anti-kickback statute (prior to the upgrade of the statutory penalty provisions in 1977).44 During that
period, HCFA issued a number of advisory letters regarding whether certain proposed conduct was in
potential violation of the anti-kickback statute.

CXLI. It  is  unclear  what  effect  these  now quite  old  letters  would  have  on  any  kind  of
proposed criminal prosecution, a proceeding to exclude a provider, or a proceeding to impose civil
penalties on a provider.  Prosecutors are from time to time faced with an investigation regarding
conduct that (1) violates the anti-kickback 

CXLII.

CXLIII.

CXLIV. ______________________

CXLV. extensively in Chapter 6, Section III.C.).  See Hanlester Network v. Shalala, 51 F.3d 1390 (9th Cir.
1995).

CXLVI. 43Zimmer, Inc. v. Nu Tech Med., Inc., 54 F. Supp. 2d 850, 856 (N.D. land. 1999). Nonetheless. courts
give great deference to agency regulations and agency interpretations of those regulations. See also Bankers Life & C'as.
Co. v. United States, 142 F.3d 973, 979 (7th Cir.) ("|C] nurts uniformly give tremendous deference to regulations issued



under a specific directive from Congress.”), cert, denied, 525 U.S. 961 (1998); Pennington v. Didrickson. 22 F.3d 1376,
1383  (7th  Cir.)  (noting  that  courts  have  an  “obligation  to  defer  to  the  interpretation  of  the  agency  whenever  that
interpretation can lie said to embody a deliberate and considered interpretation of legislative intent”), cert, denied, 513
U.S. 1032 (1994).

CXLVII. 4456 Fed. Keg. 35.952, 35,960 (July 29, 1991). As of July I. 2001. the former Health Care Financing
Administration (HCFA) was renamed the Centers for Medicare and Medicaid Services (CMS). For the purposes of this
book, references typically will be to CMS; however,  where actions are not current, future, or ongoing actions of the
agency, but are past and completed actions as in references to advisory opinions prior to July I, 2001, references will be to
HCFA.

CXLVIII. statute, (2) does not fall within a statutory or regulatory safe harbor, and (3) has not
been approved in a new advisory opinion, but (4) as to which the provider has an old HCFA
letter approving the conduct or conduct by another that is virtually identical.

CXLIX. The  Secretary  has  opined  that  “no  person  in  the  Department  or  with  the  fiscal
intermediaries or carriers is, or ever has been, authorized to permit a practice that the statute makes
illegal.”45 Given the Department’s lack of authority to provide legal advice (prior to the passage of
HIPAA) something “consistently communicated to the public for years”—it has been the position of
the Secretary that “no person may reasonably rely on any such advice, especially when that advice is
a letter written to a third party about a business arrangement different from the one in which the party
is engaging.”46

CL. In practice,  how these letters will be viewed and considered is not so simple.  The
existence  of an old HCFA letter  approving a  certain course of conduct  that  is  on all  fours with
conduct under investigation for possible violation of the antikickback statute will at a minimum be
considered relevant evidence at every step in the process. Prosecutors will view and consider the
likely impact of such a letter upon the reliant parties’ intent. The clearer the letter and the closer to
the  conduct  under  investigation,  the less  likely  it  is  that  the  party can  be  proven to have acted
willfully.

CLI. 3. The Entrapment-by-Estoppel Defense

CLII. An area of concern for prosecutors and an area that will be an increasingly fertile
source  of  defenses  to  anti-kickback  statute  prosecutions  is  the  potential  for  application  of  the
entrapment-by-estoppel defense. Although not unique to the area of health care fraud, this defense
may be increasingly asserted, given the large body of advisory opinions.

CLIII. In the entrapment-by-estoppel defense, the government is estopped from prosecuting
someone where:

1. the government has announced at some point that the conduct was legal;

2. the defendant in fact relied on that announcement;

3. that reliance was reasonable; and

4. given that reasonable reliance, prosecution would be unfair.47

CLIV. As the body of fact  patterns in the published advisory opinions is quite large,  the
ability of defendants to claim that their conduct, although not identical to conduct deemed
legal by the OIG in an advisory opinion, is so similar as to have in fact been blessed as legal



is not trivial. One can accordingly expect to see increased use of the entrapment-by-estoppel
defense in the future. As a result, the advisory opinions that the OIG has issued have been
narrowly and tightly written. Many, however, present complex, intricate fact patterns; in fact,

CLV.

CLVI.

CLVII. ________________

CLVIII. 45 Id.

CLIX. 46ld.

CLX. 47See,  e.g.,  United  States  V.  Gross,  124  F.3d  200  (6th  Cir.  1997)  (unpublished  table  decision)
(application in a health care case charging not anti-kickback statute violations but a false billing scheme in the provision
of ambulance services); United States v. Smith, 940 F.2d 710 (1st Cir. 1991) (recitation of the elements of the defense).

CLXI.

CLXII. it appears to have been the intent of the OIG to set forth in careful, exquisite detail the
factual basis upon which an opinion is based.

CLXIII. III. THE ADVISORY OPINIONS

CLXIV. A. Overview

CLXV. Through the end of 2000, the OIG issued 50 advisory opinions. The advisory opinions
present health care professionals like CLIENT, their attorney advisors, and federal prosecutors with
unique insight  into those arrangements  of concern to HHS. Although HHS does not  enforce the
prohibitions of 42 U.S.C. §l320a-7b(b) alone, virtually every prosecution brought pursuant to that
statute will involve the OIG.

CLXVI. Because  the  OIG  is  not  a  judicial  body,  its  advisory  opinions  do  not  have  the
precedential weight and force of law as do opinions of the federal court in interpreting §1320a-7b(b).
It can be expected that, with judicial scrutiny, some of the conclusions reached by the OIG will in
fact be rejected. Nonetheless, those opinions are likely to be viewed by the provider community and
law enforcement much like a body of Supreme Court law on a narrow subject matter: The opinions
will  be  closely  watched,  carefully  analyzed,  and  relied  upon  as  indicators  of  what  conduct  is
permissible and will not encourage enforcement actions.48

CLXVII. The advisory opinions  are  available  on  the  Internet  at  the  OIG’s  Website.49 Each
advisory  opinion  contains  certain  limiting  information.  Each  sets  forth  in  some  detail  the  facts
presented by the party seeking the opinion, without disclosing the identity of that person or entity.
Each opinion warrants that the party seeking the opinion has "certified that all of the information
provided” in the request is “true and correct” and “constitutes a complete description of the facts and
agreements” regarding the proposed, but questioned, arrangement. Each opinion also has a material
fact disclosure disclaimer: That if the applicant has not disclosed “material facts,” then the opinion
provided “is without force and effect.” In accord with those representations, the OIG represents in
each opinion that the opinion is based and relies upon only the facts presented (and set forth in the
body of the opinion itself).



CLXVIII. For the most part, each advisory opinion sets forth only central, significant facts on the
main elements. These facts, as characterized by the provider(s) seeking the opinion, are for the most
pail intent-neutral or criminal-intent negative: They are facts not plainly evincing an intent to offer
something of value to obtain a referral of business paid for by a federal health care program. Put
differently, the OIG merely mimics back in the advisory opinion the facts spelled out in the request.
It is unlikely that in seeking an advisory opinion an applicant would have knowingly set forth facts
from  which  illicit  intent  or  willfulness  to  violate  the  statute  could  be  plainly  inferred.50  Those
evidentiary

CLXIX.

CLXX.

CLXXI. ____________

CLXXII. 485ee 61 Fed. Reg. 2,122, 2,125 (Jan. 25, 1996) ("Any advisory opinions that we would issue . . . could
serve to impede the prosecution of a particular case.”).

CLXXIII. 49Available on the Internet at oig.hhs.gov/advopn or at www.dhhs.gov/progorg/oig/ advopn.

CLXXIV. 50This is not meant to suggest that the OIG has blessed every arrangement proffered for an opinion. In
practice, advisory opinions are most likely sought for only those arrangements

CLXXV. items  that  often  constitute  a  prosecutor’s  core  evidence  of  criminal  intent—  oral
promises made by sales representatives, social workers, nurse coordinators, and physicians,
among  others,  to  induce  the  purchase  of  a  good  or  item  with  something  of  value—are
necessarily absent from the discussion in the advisory opinion process.

CLXXVI. An attorney with a  client  who wishes to  rely on an advisory opinion approving a
particular arrangement should counsel that client regarding the importance of intent-neutral (at least
as regards the payments in question) sales and marketing efforts. An attorney with a client who is
implementing an arrangement after consideration of a favorable opinion should counsel the client
carefully on the importance of strict adherence to the arrangement as represented to the OIG in that
opinion. And, finally, a prosecutor investigating an arrangement for possible violation of the anti-
kickback statute who is confronted with a favorable advisory opinion should look carefully at all
differences  between the opinion and the arrangement’s  implementation,  and how the relationship
between the parties has changed over time. Facts that were not disclosed to the OIG can often be the
very best reflection of intent.

CLXXVII. As can be seen in the advisory opinions themselves, the OIG increasingly concludes
that, although an agreement might violate the anti-kickback statute, the OIG will not seek to impose
sanctions upon the agreement. This latter conclusion is premised, in virtually every instance, upon the
OIG’s conclusion that the agreement, although technically invalid, would not in the facts presented
lead to billing fraud and illicit referrals. This trend in the opinions is to be expected: Parties likely
seek  advisory  opinion  approval  for  arrangements  that  they  believe  are  technically  invalid,  but
adverse-impact neutral.

CLXXVIII. Prosecutors do not have to prove harm in an anti-kickback statute prosecution; the
ability to do so, however, makes a particular case much more appealing to a trial jury. By approving
technically illegal arrangements that as proposed presented no harm, the OIG is in fact approving
arrangements that presents the potential  for billing fraud and illicit  referrals. Slight,  but material,



differences in implementation of such arrangements may lead to fraud and payment for referrals. This
“playing with fire” approach may result in the Medicare program getting burned.

CLXXIX. B.  Arrangements  That  Affect  Medicare  or  Medicaid  Program  Beneficiary
Payment Obligations

CLXXX. A program beneficiary payment obligation has been considered for a long time an
effective means of controlling billing misconduct by providers. If a patient must bear a part of the
cost of his or her care, it is expected that he or she will question the need for care, and scrutinize the
bill to ensure that he or she was billed for only what he or she in fact received. For this reason,
business practices designed to eliminate a patient’s copay obligation are inherently suspect.

CLXXXI. Not all  business efforts  designed to  eliminate  copays  are  born of insidious  intent,
however, and providers do undertake meritorious programs to provide

CLXXXII.

CLXXXIII.

CLXXXIV. ________________

CLXXXV. about which practitioners are uncertain: For the dearly permissible arrangements and the clearly illegal
ones, advisory opinions are not necessary and will probably not be sought.

CLXXXVI. care  in  circumstances  in  which  copay obligations  are  burdensome or  unnecessary.
Such business arrangements have been prime subject matter for advisory opinion requests.

CLXXXVII. 1. Advisory Opinion No. 97-1: Dialysis Grant Program for the Needy

CLXXXVIII. In  this  advisory  opinion,  six  renal  dialysis  providers  sought  review  of  a
proposed arrangement with the American Kidney Fund (AKF), a bona fide charitable and educational
organization not directly (or indirectly) controlled by any one of the companies seeking the opinion.51

According to the facts presented, the AKF provides grants52 to needy persons suffering from end-
stage renal disease (ESRD) to help such individuals with the cost of transportation, medication, and
supplemental insurance premiums.53 Of the grant monies given to the HSRD patients, less than 10
percent of the total had been given by the six companies to the AKF. A routine grant application
process is employed by the AKF to distribute grants to needy ESRD patients. That process is not
controlled  by any individual  who has  any “financial  interest  in  the  Companies  or  other  dialysis
providers.”54 As represented to the OIG, grant approvals “are based on their good faith assessment
that the applicant is in financial need.”” In practice, although an individual could apply on his or her
own to the AKF for a grant, such applications usually are made on an individual’s behalf by his or
her “dialysis provider or social worker.”55

CLXXXIX. In the request, the companies and the AKF sought approval of a significant expansion
of the grant process and monies, with the expansion to be funded by the six companies. Of specific
concern  to  the  OIG—the starting  point  in  the arrangement  for  potential  referral  abuse—was the
proposed referral  mechanism for  the expanded AKF funding.  In  practice,  as  noted earlier,  most
applications for AKF grants are made not by the patient, but rather by the dialysis provider, including
any of the six companies. If the questioned arrangement were approved, those six companies would
be the source of the bulk of the grant funds. Thus, one possible interpretation of the arrangement is
that a company is paying money to the AKF with the expectation that the AKF would then “grant”



that money to a patient of that company. This could be considered a funneling of money (and thus
payment of illegal remuneration in the way of a kickback) from a dialysis company to a particular
patient to ensure that that patient continued to obtain his or her Medicare-covered dialysis treatment
from that company and no other.

CXC.

CXCI.

CXCII.

CXCIII. __________________

CXCIV. 5lNote that this limitation is a fact set forth in the advisory opinion and specifically relied upon by the
OIG in issuing the opinion. Although there has not yet been any litigation regarding what is a material fact pursuant to the
HIPAA advisory opinion process, there is an entire body of federal law regarding materiality; suffice to say here that
deviation between this representation and a contrary fact (e.g. if the AKF were in fact controlled by one of the companies
seeking the advisory opinion) would likely be considered material.

CXCV. 52Not to cover the cost of dialysis, as that is, for the most part, covered by Medicare. 

CXCVI. 53According to the facts presented, in 1995, the AKF provided more than $5 million in grants to more
than 12.000 ESRD patients. OIG Advisory Op. No. 97-1 (June 11, 1997), at 3. 

CXCVII. 54ld. at 4.

CXCVIII. 55Id. at 4. 

CXCIX. 56 Id. at 3.

CC. OIG approved the arrangement as not in violation of the anti-kickback statute based upon the
following representations. Each of these representations is designed to ensure that the grant
award process by the AKF to a particular patient is free of influence from a dialysis provider
who is both the provider referring the patient to the AKF for a grant and the provider who
contributed money to the AKF grant fund.

1. The companies would not disclose directly or indirectly to any patient referred to the AKF
that the company had contributed money to the AKF for the grants, thus ensuring that the
patients would not know that the grant money in part came from their dialysis provider.

2. AKF would follow its existing procedures regarding the award of the grant money, including
basing its decision upon the financial need of the patient, and without regard to the identity of
the  referring  provider  company and how much  money that  company  had donated  to  the
AKF’s grant fund.

3. The  companies  would  be  free  to  make  contributions  to  the  AKF as  each  independently
desired and each would not  track monies  the company had contributed  to  the AKF fund
against monies the AKF had granted to patients obtaining dialysis care from that company.

4. Neither the AKF nor the six companies would share information regarding each company’s
level  of  contribution  to  the  AKF  grant  fund,  and  each  company  would  consider  its
contributions to the AKF grant fund to be “gifts without any guarantee or promise on the part
of the AKF that patients referred to AKF for possible financial assistance . . . will receive
such financial assistance.”57



CCI. In its analysis, the OIG looked at two issues: (I) Did the payments to the AKF by the six
companies represent illegal remuneration—payments to someone for the referral of Medicare-insured
business?  and  (2)  were  the  payments  likely  to  influence  a  beneficiary’s  selection  of  a  dialysis
provider? Because of the payment safeguards built in to the method of grant awards and the absence
of tracking information, the OIG concluded that the payments were in fact not illegal remuneration.
As the AKF “has absolute  discretion regarding the use” of the six companies’ contributions,  the
contributions are not payments “made to or on behalf of” any individual eligible for federal health
care benefits.58

CCII.a. Implications for Counsel

CCIII. Attorneys  for  CLIENT,  if  he  were  to  have  with  questions  from  provider-clients
regarding the legality of monies paid “through” a middleman from a provider to a Medicare-insured
patient must consider the complete lack of control over the middleman presented here, the AKF.
Middlemen through whom payments are funneled without the clear absence of provider control, or
middlemen over whom providers in fact assert control, even if on paper no control appears to be
present, cannot stand in the AKF’s shoes. If, for example, in practice the AKF staff responsible for
awarding the patient grants passed out the grants in amounts

CCIV.

CCV.

CCVI.

CCVII.

CCVIII. _____________________

CCIX. 57Id. at 5.

CCX. 58Id at 6.

CCXI. identical to the contributions of the six companies, a question would arise whether the
AKF is simply being used as a conduit by six renal dialysis companies to pay kickbacks to
patients in the guise of grants for their continued patronage. As the OIG noted:

CCXII. [T]he interposition of AKF, a bona fide, independent, charitable organization, and its
administration.  provides  sufficient  insulation  so  that  premium  payments  should  not  be
attributed to the Companies.

CCXIII. On  the  second  issue,  the  OIG  concluded  that,  because  in  practice  “the  dialysis
provider makes the application on behalf of the patient” and because the patient “will often have
already selected a provider prior to” seeking the AFK grant:

CCXIV. [W]e  believes  that  AKF’s  payments  of  premiums  on  behalf  of  financially  needy
beneficiaries is not likely to influence a beneficiary’s selection of a particular provider.59

CCXV. The practitioner  advising CLIENT in a similar  situation,  as well  as the prosecutor
conducting an investigation on such an arrangement, should bear in mind an issue not addressed in
the opinion by the OIG: the extent to which, upon selection of the renal dialysis provider, the patient
and the provider’s  staff  have conversations  regarding the availability  of the grant  funds and the
ability of the provider’s staff to obtain such funds for the patient as a part of the patient’s selection of



the provider. Clearly, the issue is one of intent, and the attorney should assess the extent to which the
promise of grant funds is an integral part of the patient’s decision—and the provider’s sales efforts to
influence  that  decision—to use the particular  provider.  If,  for  example,  customer  representatives
(nurses, social workers, or other staff of the dialysis provider) routinely advise patients that if they
choose that particular provider for dialysis,  the provider would undertake to obtain AKF dialysis
grant funding to help them with expenses not covered by Medicare, and “in the past we have always
obtained such funding for our patients, something we don’t think other providers can claim,” then it
is unlikely that the OIG would have concluded that patient selection of a provider would not be
influenced by the presence of the grant program. An attorney faced with a client who intends to
engage in such marketing practices should counsel the client not to participate in such a middleman
program or to instruct its staff not to make such claims.

CCXVI. Finally, the OIG concluded that the particular arrangement, which includes the AKF’s
payment of Medicare Part B or Medigap premiums, will “expand, rather than limit,  beneficiaries’
freedom of choice.”60  This conclusion is fact- dependent on the circumstances in which the patient
becomes aware of the AKF program and the extent to which the provider helping the patient obtain
the AKF grant explains the independence of that program. In practice,  it  may be unlikely that a
provider seeking both to retain a lucrative dialysis patient and to help that patient obtain AKF grant
funding will make it clear to the patient that this funding is available through every other dialysis
provider and is not dependent on the wholly voluntary efforts of the provider’s nursing staff.

CCXVII.

CCXVIII.

CCXIX.

CCXX. _________________

CCXXI. 59ld. at 7. 

CCXXII. 60Id. at 7.

CCXXIII. It  will  be  these  types  of  factual  deviations  that  will  affect  the  availability  of  any
protection offered by this advisory opinion.

CCXXIV. 2. Advisory Opinion No. 97-2: State-Funded Program to Pay Dialysis Patients’
Premiums

CCXXV. This  rather  unique  advisory  opinion  reflects  the  depth  of  the  concern  within  the
provider community regarding the perceived breadth of the anti-kickback statute. According to the
opinion, a state-funded program administered by a university inquired whether payments made by the
program to chronic dialysis facilities to reimburse them for paying the Medicare Part B, Medigap,
and other major medical insurance premiums for dialysis patients constituted remuneration “likely to
influence” those patients’ decisions to order “any item or service” paid for by a federal health care
program.61

CCXXVI. The OIG, with little discussion, quickly concluded in the negative. As the OIG noted,
all funds for the premium payments “are provided by the state” and not by any particular provider,
even though the  grant  program payments  were administered  through the  providers.  Because  the
funding was available to all patients being served by all providers in the state, no single provider, or



group of uniquely situated providers, had an exclusive ability to obtain and give the funding to its
patients.  Accordingly,  it  was  impossible  for  any  provider,  through  the  payment  of  a  patient’s
premiums, to influence the patient’s choice of provider.

CCXXVII. a. Implications for Counsel

CCXXVIII.From a prosecutor’s point of view, the assembled facts would not likely ever present
evidence  of  criminal  intent  to  pay illegal  remuneration  in  violation  of  42  U.S.C.  §1320a-7b(b),
regardless of any marketing claims or representations made by a provider in selling itself to potential
patients. The worst-case scenario—that is, if a provider were to “offer” the premium payment as an
inducement to an indigent patient to use that provider’s facility, and even were a patient to accept that
offer for that reason—would not result in prosecution. Even in such situations, the provider has only
offered to obtain for the patient monies to which the patient is already entitled through the state-
administered program, much like the Medicare insurance covering the chronic dialysis treatment.62

CCXXIX. 3. Advisory  Opinion  No.  98-17:  Privately  Funded  Program  to  Pay  Dialysis
Patients’ Premiums

CCXXX. In a variation on the arrangement presented to the OIG in Advisory Opinion No. 97-
2,63  the OIG was asked whether a dialysis  company can provide contributions  to an independent
charitable organization to fund supplemental

CCXXXI.

CCXXXII.

CCXXXIII.

CCXXXIV.

CCXXXV.

CCXXXVI.

CCXXXVII. ______________

CCXXXVIII. 61OIG Advisory Op. No. 97-2 (June 28, 1997), at 1.

CCXXXIX. 62See  id.  at  3  (“The  contract  facilities  do  not  have  any  substantial  discretion  regarding  patient
eligibility.”).

CCXL. 63Discussed supra Section III.B.2.

CCXLI.

CCXLII. insurance premiums for dialysis patients, some of whom would be patients in facilities
run by that company.

CCXLIII. A charitable organization providing free supplemental insurance to dialysis patients
could, if it chose to, exert influence upon those patients’ selection of a dialysis provider. Thus, gifts
to such organizations from dialysis  companies are suspect where the gifts  are the sole source of
funding for a free premiums program for dialysis patients.

CCXLIV. Notwithstanding the potential problems inherent in the relationship, the OIG approved
the request based on the following safeguards:



1. the gifts from the company to the organization would be without any strings attached;

2. the  company  would  not  track  referrals  of  patients  by  the  organization  and  adjust  future
contributions in light of past referrals;

3. the company would not advertise or otherwise disclose, directly or indirectly, the fact of its
contributions  to the organization  to  individual  patients,  thus eliminating  the possibility of
direct influence over the patient’s choice of provider; and

4. the organization would not refer patients to the dialysis company’s facilities, and would not
make decisions on a patient’s application for assistance in paying the supplemental insurance
premiums, based upon the identity of the patient’s dialysis services provider.64

CCXLV. Because of these hallmarks of independence, the OIG concluded that donations by the
company to the organization could not be “reasonably construed” as payments to eligible
beneficiaries of Medicare or a state health care program, and thus subject to sanction.65 The
OIG also determined that, within the structure of the industry, the fact that the company made
contributions  to an organization that had a grant program to pay for premiums for needy
dialysis  patients  would  not  likely  influence  a  patient’s  selection  of  a  dialysis  services
provider.

CCXLVI. 4. Advisory Opinion No. 97-4: Waiver of Copayments for All Patients

CCXLVII. An area long discussed by enforcement agencies and prosecutors as a potential anti-
kickback statute violation is the subject of Advisory Opinion No. 97-4. Company A, doing business
as a licensed for-profit ambulatory surgical center providing endoscopy services, provides care to
Medicare  beneficiaries  who  once  worked  for  Company  X,  including  care  covered  by Medicare
complementary coverage paid for by Company X’s retirement  plan.  Medicare reimbursement  for
services provided by Company A includes both a facility fee and a professional fee, both of which
have a copay that must be paid for by the patient.66 Company X, through its retirement program, pays
the  Medicare  professional  copay but  not  the  facility  copay.  In  the  opinion,  Company A sought
analysis whether its failure to collect the facility copay from patients would

CCXLVIII.

CCXLIX. ___________________

CCL. 64OIG Advisory Op. No. 98-17 (Nov. 13, 1998), at 2.

CCLI. 65Id. at 3. Section I l28A(a)(5) of the Social Security Act provides for the imposition of civil monetary
penalties when someone offers or transfers remuneration to any Medicare or state health care program beneficiary where
that person knows or should know that the payment is likely to influence the beneficiary to order or receive covered care
or services from a particular provider.

CCLII. 66The copay must be paid either by the patient or through insurance owned by the patient.

CCLIII.

CCLIV. constitute either a violation of the anti-kickback statute or violation of the prohibition
against waivers of copays.

CCLV. In this instance, the OIG concluded that not only would potential civil liability lie, but
criminal  sanctions  also might  be appropriate  for the proposed conduct.  Regarding potential  civil



liability, the OIG noted that prohibited “remuneration” specifically “includes a waiver of coinsurance
and deductible amounts that a provider knows or should know is likely to influence a beneficiary’s
selection of a particular provider.”67

CCLVI. According to the request letter, Center B’s proposal to refrain from pursuing collection
of  the  Medicare  Copayment  from beneficiaries  is  intended,  at  least  in  part,  to  encourage
beneficiaries to obtain services at Center B’s facility.68

CCLVII. The OIG rejected the suggestion that the blanket waiver could constitute individual
determinations of financial hardship.

CCLVIII. The OIG similarly concluded that an up-front waiver of a copay could never constitute
or be a “reasonable collection effort.”69 That particular phrase is not defined in the statute; in the
opinion,  the  OIG observed that  reasonable  collection  efforts  are  “those efforts  that  a  reasonable
provider would undertake to collect amounts owed for items and services provided to patients.”70 In
its request, Company A had noted that it had sought to collect, as a covered claim, the facility copay
from the  company,  including  filing  and pursing  an appeal  of  the  denial  of  the  claim.  The OIG
rejected this as a “reasonable collection effort”:

CCLIX. These efforts should include a bona fide attempt to bill and collect from the patient if
the patient’s insurer refuses to pay. When an insurer has taken a consistent position with the
provider that a category of claims is not covered, the provider’s continued submission of
such  claims,  including  subsequent  appeals,  is  not  a  bona  fide  collection  effort.  In  such
circumstances, the provider must make reasonable efforts to collect the Medicare Copayment
from the patient.71

CCLX. This interpretation by the OIG has not been subjected to any adversarial process (the
advisory opinion process did not permit such process), nor has any court interpreted any of
these provisions, including the definition of “reasonable collection efforts.” It seems unlikely,
however, that any other interpretation would be followed.

CCLXI. Regarding potential  criminal liability for the proposed arrangement,  the OIG noted
that:

CCLXII. When providers forgive financial obligations for reasons other than genuine financial
hardship of the particular patient, they unlawfully may be inducing the patient to purchase
items or services in violation of the anti-kickback statute’s proscription against offering or
paying something of value as an inducement to generate business payable by a Federal health
care  program.  One  indicator  of  a  suspected  waiver  is  the  failure  to  collect  Medicare
copayments for a specific group of Medicare patients for reasons unrelated to indigency.72

CCLXIII. __________________

CCLXIV. 67OIG Advisory Op. No. 97-4 (Oct. 2, 1997), at 4.

CCLXV. 68Id.

CCLXVI. 69Id.

CCLXVII. 70Id.

CCLXVIII. 71 Id. See, e.g., 42 C.F.R. §413.80; PROVIDER REIMBURSEMENT MANUAL, Part I, §§308-310. 



CCLXIX. 72OIG Advisory Op. No. 97-4 (Oct. 7, 1997), at 5.

CCLXX. In sum, the OIG’s analysis  can be characterized  as follows:  It  would be perfectly
appropriate  for a provider,  after  review,  to  waive collection  of a  copay from an indigent
individual. Such a waiver is in keeping with the general principles of the Medicare program,
and is reflective only of an intent to extend a financial break to someone who cannot afford to
pay the copay. Any program to waive all copays for all patients simply cannot have this same
motive;73 indeed,  a  blanket  waiver  reduces  a  provider’s  potential  reimbursement  by  20
percent. A provider cannot have an altruistic motive of waiving charges in cases of financial
hardship  if  a  determination  of  individual  hardship  has  never  been  made.  The  only
“remaining” motive,  as the OIG concluded in this opinion, was one to improperly induce
patients to purchase that provider’s services:

CCLXXI. [A]n inference can be drawn that the Proposed Arrangement’s waiver of the Medicare
Copayment for reasons unrelated to individualized financial hardship may unlawfully induce
patients to purchase services from Center B that are reimbursable by Medicare.74

CCLXXII. This analysis is straightforward, and is similar to the analysis that any prosecutor, if
presented with these facts, would perform.

CCLXXIII. 5.  Advisory  Opinion  No.  98-5:  Waiver  of  Copayments  Through “Coordination  of
Benefits” Between Nursing Home and Health Plan

CCLXXIV. This  opinion  presents  a  complicated  arrangement  between  a  nursing  home  and  a
health care plan involving coordination of benefits provisions between that plan and other health care
coverage owned by the patient. Although seemingly a complicated area not necessarily conducive to
prohibited arrangements, situations can exist in which a provider, if referred a patient from one plan,
can  be  induced,  to  both  the  provider’s  and that  plan’s  advantage,  to  pass  along the  cost  of  the
patient’s care to other insurance programs (typically Medicare) for which the patient is eligible.75This
opinion demonstrates how important it is for the attorney to understand not only a client’s proposed
payment arrangement  within the referral  relationship between the parties,  but also the manner in
which any party to the relationship is reimbursed by Medicare.76

CCLXXV.

CCLXXVI.

CCLXXVII.

CCLXXVIII. ____________________

CCLXXIX. 73With  regard  to  waivers  of  copays  by  health  maintenance  organizations  (IIMOs),  the  practitioner
should consider the following statements made by the Secretary in 1991 at the lime of the enactment of the final rule
regarding the anti-kickback statute’s regulatory safe harbors: The routine waiver by a prepaid health plan of beneficiaries'
obligation to pay coinsurance and deductible amounts is clearly distinguishable front such routine waiver by other health
care  providers....  First,  a  health  plan’s  routine  waiver  program  is  inextricably  intertwined  with  the  offering  of  a
comprehensive package of covered benefits and is not offered for the purchase of an individual item or service.... Thus
the routine waiver of cost-sharing payments is generally not an incentive to use a particular item or service at the time it is
furnished. Second. . .. I IMOs... have built-in incentives to control unnecessary utilization. 56 Fed. Reg. 35,952, 35,961
(July 29, 1991).

CCLXXX. 74OIG Advisory Op. No. 97-4 (Oct. 7, 1997), at 6.



CCLXXXI. 75Such persons “typically receive [supplemental private insurance] coverage as retirees through various
employer  group health  plans purchased ...  by their former  employers”  but have their primary insurance through the
Medicare program. OIG Advisory Op. No. 98-5 (Apr. 24, 1998), at 3.

CCLXXXII. 76See also 42 U.S.C. §1395y (“Exclusions from coverage and Medicare as secondary payer”)
generally, and subsection (b) in particular. In Advisory Opinion No. 97-4, the OIG

CCLXXXIII. Nursing Home, A, a not-for-profit entity, provides long- and short-term skilled
nursing, subacute, and rehabilitative services to, among other persons, beneficiaries of Health Plan B,
a not-for-profit HMO. Health Plan B and its affiliates offer for sale to patients the following types of
insurance  coverage:  an  HMO,  appoint-of-service  plan,  a  Medicare  managed  care  plan,  and
customized coverage for self-funded benefit programs. The proposed arrangement between Nursing
Home A and Health Plan B sets forth a fee schedule for services for patients enrolled in Health Plan
B’s HMO (“including members who are eligible for Medicare Part A and not enrolled in the Plan’s
Medicare  managed  care  plan”)77 as  well  as  a  coordination  of  benefits  provision.  That  provision
provides  as  follows  for  those  situations  where  the  patient’s  primary  insurer  has  already paid  to
Nursing Home an amount equal to or exceeding the fee schedule amount:

1. Health Plan B need not pay any amount to Nursing Home A; and

2. Health Plan B’s patients need not pay any copay or deductible amount to Nursing Home A.78

CCLXXXIV. If the amount paid by the primary insurer to Nursing Home A is less than the fee
scheduled amount,  then Health Plan B must pay the difference; its patients would, in that
circumstance, still not be obligated to pay any copay.

CCLXXXV. The question presented to the OIG was whether this provision—the waiver of
copays—violates  the  anti-kickback  statute  when  applied  “to  reimbursement  for  Nursing  Home
services to plan members who have primary coverage under Medicare Part A.”79 This arrangement,
like many in the health care industry, should be assessed for potential anti-kickback statute violations
in the concrete—how the patient services will in fact get billed, paid, and shared—rather than in the
abstract.

CCLXXXVI. Medicare  pays  a  nursing  home  a  per  diem rate  for  the  first  20  days  of  a
beneficiary’s  stay,  without  any  copayment  obligation;  for  stays  between  21  and  100  days,  the
program beneficiary has a significant copay obligation.80 In an example set forth in the opinion, for a
31-day stay, for the first 20 days Medicare would pay the facility $300 per day. For the last 10 days 81

the patient would be responsible for a $95 copay per day. Correspondingly, for the last 10 days of the
patient’s stay at the nursing home, Medicare would pay the facility $2,050 ($300 - $95 x 10) and the
patient,  or his or her supplemental insurance— here, Health Plan B—would pay the $950 copay.
Under  the  fee  schedule  criticized  as  potentially  violating  the  anti-kickback  statute  a  provider’s
voluntary (i.e., not contractually required) plan to forgo collecting copays from patients referred to it
by a health plan. The parties inquired whether a contract between the provider and the plan requiring
waiver  of the copay would make a difference  in  terms  of  an anti-kickback analysis.  The OIG’s
answer, not surprisingly, was no.

CCLXXXVII.

CCLXXXVIII.

CCLXXXIX.



CCXC.

CCXCI.

CCXCII.

CCXCIII. ______________________

CCXCIV. 77OIG Advisory Op. No. 98-5 (Apr. 24, 1998), at 2.

CCXCV. 78 Id. at 2.

CCXCVI. 79Id. at 3.

CCXCVII. 80Id. at 5.

CCXCVIII. 81The opinion contains this error: In fact, the analysis should be for the last “11 days,” days 21 through
31. This mathematical error has been carried through in this analysis so that the reader can follow the advisory opinion;
the error, however, does not affect the substantive conclusion.

CCXCIX. between Nursing Home, A and Health Plan B, the plan’s “allowed amount” for this
service is $225 per day,  or $2,250 for the 10 days.  Given the Medicare payment  of only
$2,050, and applying the questioned coordination of benefits provision in the contract, Health
Plan B would pay Nursing Home A an additional  $200 and Nursing Home A would not
charge any copay to the plan member.

CCC. It is important to note that in this example,  in order for Nursing Home A to have
received $205 per day from Medicare, it had to have hilled Medicare $300 per day, an amount in
excess of its fee schedule amount with Health Plan B for the same care. Put differently,  Nursing
Home A has told Health Plan B that it will charge Health Plan B only $225 per day for this nursing
home care, yet Nursing Home A plans to charge and will receive from Medicare $300 per day.

CCCI. This latter  factor precludes safe harbor protection for the arrangement.82 The OIG,
using its standard approach, looked at whether the agreement created incentives for overutilization,
and,  if  so,  whether  it  contained  controls  that  would  prevent  escalating  costs.  This  proposed
arrangement, as it “release[s| both the beneficiaries and the secondary insurer from their obligation to
pay Medicare cost-sharing amounts pose[s] a risk of overutilization and increased program costs.”
83Nursing Home A, by agreeing to accept only the fee schedule amount, is forgoing (in the example
presented) $75 per day in reimbursement; ibis creates an “incentive to prolong Medicare patient stays
in order to recoup foregone copayments.”84There is no counterbalance in the relationship between the
provider and the plan for this incentive to over utilize: “The Plan has no incentive to control costs
associated with Medicare fee-for-service beneficiaries for whom it pays little or nothing.”85 The OIG
also  considered  a  quality-of-  care  factor  in  this  analysis:  “To the  extent  that  the  Nursing Home
receives  less  than  the  applicable  [Medicare]  reimbursement  rate  (including  copayments  and
deductibles)  the  Nursing  Home  may  have  an  increased  incentive  to  shortchange  Medicare
beneficiaries by stinting on services.”86

CCCII. Given these problems, the OIG could not “conclude that the Arrangement poses little
or no risk of Federal program fraud or abuse.”87  In sum, the OIG concluded that the arrangement
might involve prohibited remuneration and accordingly did not approve it.88

CCCIII.

CCCIV.



CCCV.

CCCVI.

CCCVII.

CCCVIII. _________________

CCCIX. 82See 42 C.F.R. §1001.952(m), discussed in Chapter 6, Section IV.E.3. The opinion also considers and
rejects the discount safe harbor for failure of two requirements ((1) that the party receiving the discount be the party
seeking Medicare reimbursement, and (2) that the discount be available to Medicare and Medicaid) and also rejects the
coinsurance safe harbor. OIG Advisory Op. No. 98-5 (Apr. 24, 1998), at 7.

CCCX. 83Id. at 8.

CCCXI. 84Id.

CCCXII. 85 Id.  See also 61 Fed. Reg.  2,122, 2,129 (Jan. 25, 1996J (“Where Medicare beneficiaries  have no
financial stake because a provider has waived their coinsurance amount, they are less likely to be concerned over whether
the charge for the service is $10 or $100, and are less likely to question the medical necessity of the item or service
provided or ordered.”).

CCCXIII. 86OIG Advisory Op. No. 95-5 (Apr. 24, 1998), at 8.

CCCXIV. 87Id.

CCCXV. 88See OIG Special Fraud Alert, 59 Fed. Reg. 242 (1994).

CCCXVI. а. Implications for Counsel

CCCXVII. What is interesting about this opinion is not the fairly routine analysis undertaken by
the  OIG, but  that  it  represents  the second request  for  an opinion regarding an arrangement  that
involved waiving a required copay. As a practical matter, counsel should advise CLIENT against
entering  into  any  arrangement  that  involves  relieving  or  eliminating  a  Medicare  program
beneficiary’s  copayment obligation.  Copayments have long been considered a cornerstone in any
program to control escalating health care costs (including Medicare program costs). Arrangements
that eliminate copays also eliminate a patient’s incentive to guard against the receipt of unnecessary
care;  such  arrangements,  except  in  the  rarest  of  circumstances,  routinely  invite  agency  and
prosecutorial scrutiny.89

CCCXVIII. 6.  Advisory  Opinion  No.  98-6:  Waiver  of  Copayments  in  HCFA-Sponsored  and
-Approved Clinical Trial of Experimental Surgical Procedure

CCCXIX. A rare arrangement presented itself in this advisory opinion; the facts presented are
unique and quite unlikely to recur.90 Briefly:

1. HCFA, now CMS, had concluded that a particular surgical procedure91 was nonreimbursable
because of a “dearth of medical evidence supporting the surgery’s effectiveness.”92

2. A separate independent federal agency reached a conclusion that adequate data did not exist
to  reach  any  conclusion,  including  that  reached  by  HCFA,  regarding  the  surgery’s
effectiveness.

3. HCFA requested that an arm of the National Institutes of Health cosponsor a study of the
surgery to determine, inter alia, its effectiveness.



4. That  agency (and HCFA) subcontracted  with Johns Hopkins Center  for Clinical  Trials  to
develop, manage, and run the study.

5. As a part of the study, HCFA agreed to cover all of the Medicare- allowable costs, including
the costs of the surgical procedure.94

6. The planned study would span 54 months; selection of study participants/patients would be
subject to a rigorous clinical protocol and include services covered by Medicare Part B.

CCCXX.

CCCXXI.

CCCXXII.

CCCXXIII. _______________

CCCXXIV.89See 42 U.S.C. §l320a-7a(a)(5). Although that subsection imposes only civil monetary penalties for
violation of its provisions, the purposes of that subsection of 1320a-7a mirror the purposes of subsection (b) of 1320a-7b:
Both are designed to punish behavior that offers remuneration in an effort to induce referrals of Medicare- and Medicaid-
insured business.

CCCXXV. 90OIG Advisory Op. No. 98-6 (Apr. 24, 1998). In July 2000, the OIG issued a second advisory opinion
relative to this same clinical  trial. The opinion was requested by new participating physicians and addressed a slight
expansion of the proposed copayment waivers.  OIG Advisory Op. No. 00-5 (July 5, 2000) did not expand upon the
analysis or conclusions set forth in this first opinion.

CCCXXVI.9lThe procedure is called lung volume reduction surgery and in the late 1990s it was being considered as
an alternative to treatment of emphysema solely through medical therapy. OIG Advisory Op. No. 98-6 (Apr. 24, 1998), at
1-2.

CCCXXVII. 92 Id. at 4 n.4.

CCCXXVIII. 93Id. at 1-4. See also COVERAGE ISSUES MANUAL at §35-93, HCFA-Pub-6 (“HCFA has
determined that [the surgical procedure] is reasonable and necessary when it is provided under the conditions detailed by
the protocol of the HCFA/NHLBI [National Heart, Lung, and Blood Institute] clinical study.”).

CCCXXIX. The allowance of Medicare coverage immediately raised the issue of patient copays
for study participants.95 Those seeking the advisory opinion96 represented that patients typically “do
not pay to participate in research studies,” that to require copays would be a financial hardship to
“economically  disadvantaged patients,”  and that  waiver  of  the  copayments  would enhance  study
reliability by promoting patient compliance and cooperation with the study protocols.

CCCXXX.

CCCXXXI. The  OIG  agreed  that  the  waiver  of  copayments  would  not  constitute  prohibited
remuneration  under  either  §1320a-7a  or  §1320a-7b.  After  noting  that  the  proposed  arrangement
“which would waive deductible and coinsurance amounts routinely and without regard to financial
hardship, implicates the antikickback statute proscription against offering or paying something of
value as an inducement to generate business payable by a Federal health care program,”97 the OIG
approved the arrangement. In so doing, the OIG noted the following:

1. The purpose of the waiver of the copay was to “induce participation in a scientific study, not
to induce utilization of Medicare covered services.”98

2. Because the proposed arrangement is part of a special HCFA-sponsored clinical study, it is
unlikely to result in an increased risk of “overutilization of Medicare covered services.”99



3. The waiver of copayments “is a reasonable means of enhancing patient compliance with study
requirements and retaining patients for the entire study period.”100

CCCXXXII. “In  sum,  the  Proposed  Arrangement  reasonably  accommodates  the  needs  of  an
important, government sponsored scientific study, without posing a significant risk of fraud
and abuse of the Medicare Program.”101

CCCXXXIII. a. Implications for Counsel

CCCXXXIV. This  advisory  opinion  is  of  little  practical  value,  given  the  unique  factual
circumstances. That an opinion was sought at all in this instance demonstrates the breadth of the
concern regarding the criminal and civil anti-kickback prohibitions, especially with regard to waiver
of patient copayments. One possible area of value to the practitioner is that portion of the opinion
regarding  an  assessment  of  the  purpose  of  the  payment;  if  a  provider  can  demonstrate  that  a
potentially prohibited remuneration has a laudatory purpose and is unlikely

CCCXXXV.

CCCXXXVI.

CCCXXXVII.

CCCXXXVIII.

CCCXXXIX. __________________

CCCXL. 95OIG Advisory Op. No. 98-6 (Apr. 24, 1998), at 5.

CCCXLI. 96Their  identity  is  not  revealed  in  the  opinion;  it  can  be  assumed  that  they  include  hospitals  and
physicians  participating  in  the  study run  by Johns  Hopkins  (“you  ask  whether  waiving coinsurance  obligations  for
participants in a clinical study sponsored by the Health Care Financing Administration and the National Heart, Lung, and
Blood Institute. will subject you to sanction under” either 42 U.S.C. §1320a-7a or §l320a-7b).

CCCXLII. 97OIG Advisory Op. No. 98-6 (Apr. 24, 1998), at 7.

CCCXLIII. 98 Id. at 8.

CCCXLIV. 99Id. at 8-9.

CCCXLV. 100Id. at 9.

CCCXLVI. 101Id. at 10.

CCCXLVII. to result in overutilization of Medicare-covered services, no prosecutor is likely to
challenge the arrangement.

CCCXLVIII. One noteworthy aspect  of  the opinion is  the lengthy discussion it  contains
about the fact that the surgical procedure, because of its newness and lack of assured effectiveness,
was a noncovered procedure. HCFA (now CMS) approval of new procedures tends to lag behind
their  use  in  the  field,  and  situations  sometimes  arise  where  a  new  procedure  garners  medical
acceptance prior to regulatory and reimbursement acceptance. In such instances, providers have an
incentive to deliberately miscode the new practice as an old, accepted procedure and bill  for the
service not actually rendered. Although a beneficial service has in fact been rendered, such conduct
does involve the presentation of false claims to the Medicare program.



CCCXLIX. Counsel should advise CLIENT not to miscode such procedures deliberately in order
to bill them to Medicare or Medicaid in advance of HCFA (now CMS) approval of the procedure.
Every deliberately miscoded procedure is a potential false claim against the Medicare program and
may be the basis for a criminal or civil prosecution.

CCCL. 7. Advisory Opinion No. 99-1: Waiver of Copayments and Deductibles for Back-up
Emergency Ambulance Services

CCCLI. In  this  complicated  fact  situation,  an  ambulance  company  sought  approval  for  an
arrangement  in  which  it  would  waive  beneficiary  copayment  and  deductible  obligations  for
emergency  back-up  ambulance  services.  Again,  as  with  most  arrangements  not  also  serving  a
separate unique purpose (e.g., testing of a new surgical procedure102), the OIG concluded that the
arrangement  would technically  violate  the  anti-kickback  statute.  Consistent  with  its  conservative
approach,  however,  the  OIG also concluded that  because  the  routine  waiver  of  copayments  and
deductibles would occur in only isolated instances and would not likely result in induced referrals,
the OIG would not seek to impose any sanctions.

CCCLII. Briefly,  the provider, Company X was a not-for-profit ambulance company owned
equally by nine acute care hospitals. Company X provided basic ambulance and paramedic services.
Because of state regulations in effect in the marketplace where Company X is in business, most (95
percent)  emergency  ambulance  transportations  are  performed  by  volunteer  ambulance  units.  By
virtue of this fact, most ambulance services to a hospital in Company X’s marketplace are “provided
without  cost  to  insurers  and patients.”103 In contrast,  Company X does charge for its  ambulance
services.

CCCLIII. Company X’s  paramedic  unit  cannot,  according to  its  certificate  of  need,  provide
ambulance  services  except  in  an  emergency.  Company  X offers  emergency  back-up  ambulance
services in two circumstances: (1) when Company X responds to a request for paramedic services
and a volunteer ambulance unit

CCCLIV.

CCCLV. _______________

CCCLVI. 102See OIG Advisory Op. No. 98-6 (Apr. 24, 1998).

CCCLVII. 103Id. at 2. The opinion does not explain why the failure of one Ambulance Company to collect
a copayment would put in a bad light other ambulance companies that never collect copayments. It is unclear
whether  this  deficiency  in  the  factual  explanation  is  due  to  the  applicant’s  failure  to  provide  adequate
explanation.

CCCLVIII. fails to show up, and (2) when a 911 call for ambulance services is requested and a
volunteer unit is unable to respond.

CCCLIX. Company X sought approval to waive copayments and deductibles for patients in each
of these emergency situations, which comprise less than 1 percent of its total business (both in terms
of number of patients and as a percentage of its total Medicare Part B business). It is unclear from the
opinion the reason Company X sought permission to routinely waive these copays; the opinion notes
somewhat ambiguously the following:



CCCLX. Because the patients in Company X’s service area do not typically pay fees for basic
ambulance service and because collection of such fees would tend to cast the volunteer basic
ambulance  service  in  poor  light,  Company X waives  patient  copayments  and deductibles
when it provides Back-Up emergency [ambulance services].104

CCCLXI. Thus, the waivers were across-the-board and were unrelated to financial hardship.

CCCLXII. In concluding that the arrangement would violate the anti-kickback statute, the OIG
reiterated  its  “clear  and  long-standing  concern  about  potentially  abusive  waivers  of  Medicare
copayments  and  deductibles.”105 Because  of  the  following  structural  matters,  however,  the  OIG
concluded that the risk of billing abuse, or improper inducements, was small:

1. Most patients in the marketplace were charged nothing for basic ambulance services; in this
circumstance, the decision not to charge a copayment would in fact not be an inducement to
use Company X’s services.

2. Company X could not expand its basic ambulance services (its certificate of need prohibited it
from providing anything other than emergency back-up ambulance services); thus, Company
X could not use the “inducement” of a waiver of copayment to increase the utilization of its
services.106

CCCLXIII. a. Implications for Counsel

CCCLXIV. Two factors  render  this  opinion of  significance  to  counsel  if  they were  to  advise
CLIENT on a proposed arrangement involving waiver of copayment and deductible obligations not
related to financial hardship. First, the routine waiver of copayments occurred under circumstances in
which that “financial incentive” could not operate as an inducement. Second, the financial incentive,
again  due to  the regulatory limits  on the applicant,  could not  be used to  increase market  share.
Notwithstanding these significant limitations, the OIG nonetheless concluded that the routine waiver
of copayment constituted a technical violation of the statute. Counsel should thus expect that any
proposed arrangement that involves routine waiver of copayment would have, if presented to the
OIG, resulted in a disapproving advisory opinion from the OIG. To increase the likelihood that such
an  arrangement,  if  investigated  as  a  potential  violation  of  the  anti-kickback  statute,  will  not  be
prosecuted, counsel should prudently marshal significant

CCCLXV.

CCCLXVI. ____________

CCCLXVII. 104OIG Advisory Op. No. 99-1 (Jan. 27, 1999), at 2.

CCCLXVIII. 105Id. at 3.

CCCLXIX. 106Id.

CCCLXX.

CCCLXXI. structural impediments or blocks to the waiver operating either as an inducement to
refer business or a tool by which abusive increases in services could result.

CCCLXXII. 8.  Advisory  Opinion  No.  99-6:  Waiver  of  Copayments  by  Children’s  Research
Hospital



CCCLXXIII. St. Jude Children’s Research Hospital, a children’s cancer and catastrophic childhood
illness  research  hospital,  sought  an  advisory  opinion  regarding  its  long-established  waiver  of
copayments in two situations:

1. as to all patients treated in its facility in Memphis, Tennessee; and
2. as  to  all  patients  treated  by two affiliated  hospitals  in  accord  with  affiliation  agreements

between those hospitals and St. Jude’s for the treatment of St. Jude’s patients.
CCCLXXIV.

CCCLXXV. The  OIG found  that  both  policies  of  routinely  waiving  patient  copayments  could
violate the anti-kickback statute, but concluded that it would not subject either practice to any
sanctions.

CCCLXXVI. These  conclusions  are  premised  upon  a  series  of  unique  structural  and
historical facts. First, St. Jude’s is a facility dedicated to finding cures for catastrophic childhood
illness through research and treatment. In accord with that goal, St. Jude’s had established a policy of
not  charging any amounts  for  its  services  to any patients,  a  policy established well  prior to  the
inception of the Medicare and Medicaid programs. “This institutional history” the OIG observed,
“merits  a  deference  to  the  Billing  Policy  that  would  be  inappropriate  for  an  identical  policy
implemented today.”107

CCCLXXVII. Second, the OIG found that  the policy would not likely result  in increased
referrals.  St.  Jude’s  physicians’  compensation  did  not  vary  by  the  number  of  patients  treated;
payments  to  the  affiliated  hospitals  similarly  did  not  vary.108 Participation  in  the  research  and
experimental  treatment  programs  prevalent  at  St.  Jude’s  imposed  significant  burdens  on  patient
families;  thus,  “waiving copayments  [was] a reasonable means of inducing participation  and on-
going compliance with protocol requirements.”109

CCCLXXVIII. Third,  almost  no  federal  payments  were  implicated  by  either  copayment
waiver.  In  receiving  $6.3 million  in  Medicaid  and Civilian  Health  and Medical  Program of  the
Uniformed  Services  (CHAMPUS)  receipts,  in  1998,  St.  Jude’s  waived  fewer  than  $20,000  in
copayments  and deductibles.110 Similarly,  the affiliated hospitals,  in the same fiscal year,  waived
fewer than $600 in Medicaid copayments.111

CCCLXXIX. a. Implications for Counsel

CCCLXXX. This  fact  situation  resulting  in  approvals  of  arrangements  by  which
copayments are routinely waived in part to induce patient utilization of services is

CCCLXXXI.

CCCLXXXII. ______________

CCCLXXXIII. 107OIG Advisory Op. No. 99-6 (Apr. 14, 1999), at 5. 

CCCLXXXIV. 108Id. See also id. at 3.

CCCLXXXV. 109ld. The reader should note that with this statement, the OIG approved, as a laudable purpose
in a unique setting, the provision of an inducement to a patient to encourage utilization of health care.

CCCLXXXVI. 110Id. at 2. (CHAMPUS has since been renamed TRICARE.)

CCCLXXXVII. 111Id. at 4.



CCCLXXXVIII. rare.112 The OIG’s opinion demonstrates an acceptance of one of the realities of the
provision of health care to the profoundly ill (in this case children suffering from cancer and
other catastrophic illnesses): The waiver of copayments does not actually create an incentive
for such patients to purchase unnecessary health care services and in fact plays only a slight
role in the health care decision making of such patients. Recognizing this reality, the OIG’s
opinion can be appropriately construed as acceptance and approval of such waivers.113

CCCLXXXIX. 9. Advisory Opinion No. 99-7: Waiver of Copayments Under the National Eye Care
Policy

CCCXC. In this  advisory opinion,  the OIG approved a systematic  program (1)  designed to
increase  utilization  of  health  care  services  through (2)  waiver  of  all  payment  obligations  to  the
provider. Although finding that the practice would indeed violate the anti-kickback statute, the OIG
concluded that numerous policy reasons and structural factors existed for not imposing any sanctions.

CCCXCI. The policy, called the National Eye Care Project (NECP), “encourages elderly citizens
to  protect  their  eyesight  by  having  a  comprehensive  eye  exam  and  any  needed
treatment.”114Ophthalmologists  who participate in the project provide the exam and “up to twelve
months of follow-up care for any condition diagnosed at the initial visit without any out-of-pocket
cost” to the patient.115 Although not billing the patient, the participating ophthalmologist was free to
bill the patient’s insurer.116 As operated, the program referred new patients to ophthalmologists in a
geographic area on a rotating basis, with an annual cap of 15 referrals.117

CCCXCII. This program, “[h]owever laudatory the goal, uses the promise of free care to motivate
otherwise  reluctant  patients  to  undergo eye  examination  and treatment  (if  needed).  In  short,  the
patient visits the particular ophthalmologist identified by the NECP because the patient is told that
the  ophthalmologist  will  waive  any  out-of-pocket  costs  associated  with  the  treatment.”118

Nonetheless, the OIG identified a series of factors supporting its conclusion that no sanction should
be imposed:

1. When established in 1984, the Inspector General, by letter, approved the program.119

2. In 15 years  of operation,  the OIG was “not  aware of  any documented  overutilization  by
participating ophthalmologists or any other documented abuses.”120

CCCXCIII.

CCCXCIV.

CCCXCV.

CCCXCVI.

CCCXCVII. __________________

CCCXCVIII. 112But see OIG Advisory Op. No. 99-7 (July 18, 1999), discussed infra Section III.B.9. 

CCCXCIX. 113See, e.g., OIG Advisory Op. No. 99-6 (Apr. 14, 1999), at 7 (“For all of these reasons and because
there is a substantial public benefit from expanded research into childhood cancer, we conclude that the OIG will not
subject the Affiliates to sanctions arising under the antikickback statute in connection with (he billing policy.”). 

CD. 114OIG Advisory Op. No. 99-7 (July 8, 1999), at 1.

CDI. 115 Id



CDII. 116Id. at 2.

CDIII. 117Id.

CDIV. 118Id. at 3.

CDV. 119Id.

CDVI. 120Id.

3. The program provides a significant benefit to the financially needy.121

4. The program provides little benefit to any one ophthalmologist.122

CDVII. a. Implications for Counsel

CDVIII. The practitioner  should note the contrasts  between this  opinion and the St.  Jude’s
opinion.123 In that program, by the time the patient was receiving care from St. Jude’s, the patient had
already been diagnosed with a severe childhood illness and had few other treatment options. The
waiver  of  copayments  for  such  patients  was  designed  to  encourage  them  to  participate  in  an
otherwise potentially onerous program: an often experimental medical treatment regimen requiring
lengthy  hospitalization  and  relocation  of  the  patient’s  family  to  Memphis,  Tennessee.  In  such
circumstances and as a matter of logic, the waiver of copayments creates no incentive for patients to
have to seek such care or to seek such care at St. Jude Children’s Research Hospital.

CDIX. In contrast, patients benefitting from the NECP have no identified health care need.
The program is designed to encourage elderly persons to seek eye examinations; the point of the
waiver of the copayment is to induce such persons to seek health care services. But for the fact that
the OIG had approved this  program in its  inception  in 1984,  it  is  unlikely that  the OIG, in the
advisory opinion issued in 1999, would have approved the policy.

CDX. 10. Advisory Opinion No. 00-7: Free Transportation Services to Patients

CDXI. In this advisory opinion, a hospital proposed offering free transportation to patients in
its  primary  service  area.124 Under  the  proposed  arrangement,  the  hospital  planned  to  offer  free
transportation  from home  to  the  hospital  to  patients  who were  unable  to  provide  for  their  own
transportation,  who had no access to public  transportation,  who had already been referred to the
hospital “for an extended course of treatment involving chemotherapy, dialysis, radiation therapy,
and/or  cardio/pulmonary  rehabilitation  treatment,”  and  who  were  at  “significant  medical  risk  if
treatment” was not provided.125 The hospital also represented that it would not claim the cost of the
transportation against any federal health care program.126

CDXII. The  OIG  approved  the  proposed  arrangement  given  these  strict  conditions.127

Instrumental to the OIG’s decision was that the hospital’s primary service area covered 8,000 square
miles across 10 counties, the hospital was the sole provider of some services in that area, and the total
available public transportation in the entire area consisted of five taxi cabs.128

CDXIII.

CDXIV.

CDXV.

CDXVI. ___________________



CDXVII. 121Id. at 4.

CDXVIII. 122Id.

CDXIX. 123OIG Advisory Op. No. 99-6 (Apr. 14, 1999), discussed supra Section III.B.8. 

CDXX. l24OIG Advisory Op. No. 00-7 (Nov. 24, 2000), at 1.

CDXXI. 125Id. at 2. 

CDXXII. 126Id.

CDXXIII. 127Id. at 2-5. 

CDXXIV. 128Id. at 2-4.

CDXXV. In its opinion, the OIG reviewed the proposed arrangement for compliance with the
anti-kickback statute  and §1128A(a)(5)  of the Social  Security Act.129 The OIG observed that  the
provision  of  free goods or  services,  and especially  free  transportation,  to  beneficiaries  had  been
troubling  in  the  past.130 The  OIG  further  noted  that  it  would  evaluate  all  such  transportation
arrangements using the following criteria:

1. the population to whom the services were offered;

2. the nature of the services offered;

3. the geographic area in which the services were offered;

4. the availability and affordability of alternative transportation;

5. the type of provider offering the transportation; and

6. whether  the  cost  of  the  transportation  would  be  passed  along  to  a  federal  health  care
program.131

CDXXVI. The OIG also stated that it would weigh these factors in “assessing the level of risk
presented by an arrangement.”132

CDXXVII. a. Implications for Counsel

CDXXVIII.Counsel for CLIENT, if he is considering offering free services or items to Medicare
program  beneficiaries,  should  carefully  consider  the  nature  and  value  to  the  beneficiary  of  the
proposed free services or items. Free items or services that objectively appear to be luxurious or
unrelated to the health care involved- like limousine transportation or the provision of airfare—will
most likely be questioned in a subsequent investigation. Such services or items are most likely to
cause overutilization: to induce a beneficiary to choose care not really needed or to opt for care that is
more expensive to the program and not necessarily more medically efficacious than alternative care.

CDXXIX. C. Arrangements That Involve the Provision of Free Supplies, Services, or Gifts
to Referral Sources

CDXXX. The provision of free supplies, services, or gifts to referral sources has always raised
anti-kickback statute concerns. Very few would question the illegality,  for example,  of providing
cash under the table to a physician to induce him or her to refer patients. The inducement presented in
that “gift” is apparent and the illegality of the conduct is obvious. But, what if that physician was



CDXXXI.

CDXXXII.

CDXXXIII.

CDXXXIV.

CDXXXV. _____________________

CDXXXVI.129Section  1128A  (a)(5)  provides  for  civil  monetary  penalties  against  any  person  who  “offers  or
transfers remuneration to any individual eligible for benefits under (a federal health care program that such person knows
or should know is likely to influence such individual to order  or receive from a particular provider,  practitioner,  or
supplier any item or service for which payment may be made, in whole or in part, under |such program)." See also 42
C.F.R, § 1003.102(b) (13).

CDXXXVII. 130 Id at 3. Examples cited by the OIG included “[psychiatric facilities offering out-of- state
patients free round-trip airline tickets to Florida” and “[h]ospitals offering patients free limousine trips.” 

CDXXXVIII. 131Id. at 3-4. 

CDXXXIX.132Id. at 4.

CDXL. offered free samples,  tickets  to sporting events,  meals,  or free consulting services,
without explicit discussion about referrals? What if a hospital was dependent on ambulance
company referrals to keep open its emergency department, one of many in a large city, and
the hospital gave the ambulance company free supplies? Is such conduct intended to induce
referrals?

CDXLI. All gifts have some sort of value; the question presented in each situation is whether
the gift is meant to induce the recipient to refer, or to reward the recipient for past referrals (and thus
induce future referrals). Many advisory opinions are sought in this subject area; indeed, there are four
alone on the issue of provision of free supplies to ambulance companies.

CDXLII. 1. Advisory Opinion No. 97-6: Free Supplies Provided to Ambulance Companies by a
Hospital Chain

CDXLIII. One of the very real structural limitations in the delivery of health care is proximity,
especially in the provision of acute, emergency care requiring immediate in-hospital treatment. In
such situations, some degree of control over choice of care is exercised by the ambulance company
that  transports  the  patient  to  the  hospital.133 Ambulance  services  include  private,  for-profit
enterprises, and ambulances owned and operated by municipalities as a service to its residents. Given
that  the  ambulance  company  can  “refer”  a  patient  to  a  particular  provider,  relations  between
ambulance companies and providers of acute, emergency care have been the subject of criminal and
civil anti-kickback statute prosecutions.134

CDXLIV. This  opinion presents  the  question  of  whether  the  provision of  free  supplies  by a
hospital to an ambulance company constitutes illegal remuneration. According to the facts presented
in the opinion, a hospital corporation, which owned two hospitals, sought an opinion regarding the
legality  of the practice  by which hospital  employees  “restock[ed]  [for  free]  the local  ambulance
squads with any supplies or medications used while transporting patients to the Hospitals.”135

CDXLV. The OIG concluded that the provision of free supplies and medications constituted
“remuneration” pursuant to 42 U.S.C. §1320a-7b(b) and that an inference could be drawn “that at



least one purpose of this remuneration may be to induce the ambulance services to bring patients” to
the hospitals.136 The presence of a state regulation governing choice of a hospital by an ambulance
(requiring accepting the patient’s choice, the physician’s choice, or the closest hospital if the patient’s
condition demands it) was not considered sufficient by the OIG to eliminate the risk of “improper
steering” of patients.137 “Patients in need of ambulance services are often in a vulnerable state, and
their choice of emergency room may be influenced by ambulance service personnel.”138

CDXLVI.

CDXLVII.

CDXLVIII.

CDXLIX.

CDL.

CDLI. __________________

CDLII. 133This is especially true in large urban areas.

CDLIII. 134See, e.g., United States v. Baystate Ambulance & Hosp. Rental Serv., 874 F.2d 20 (1st Cir. 1989).

CDLIV. 135OIG Advisory Op. No. 97-6 (Oct. 20, 1997), at 1.

CDLV. 136Id. at 3.

CDLVI. 137 Id

CDLVII. 138 Id.

CDLVIII. a. Implications for Counsel

CDLIX. The facts stated in the opinion, however, did not explore the hospital’s  motive for
providing the free items to the ambulance companies: As noted, the OIG inferred that the motive
likely included an intent to influence the referral of patients. Section 1320a-7b(b) prohibits, generally
speaking, not the paying of all remuneration but only that intended to induce referrals.

CDLX. Therefore,  it  may have  been a  flaw in  the  advisory opinion application  to  fail  to
describe adequately the hospital’s motive for providing free goods to the ambulance companies, in
the absence of any legal requirement that the hospital provide free supplies. If CLIENT intends to
enter into a similar relationship, counsel should address the issue of his motive, if only to negate with
facts in any subsequent investigation the type of inference drawn here by the OIG.

CDLXI. 2. Advisory Opinion No. 98-3: Gift of an Ambulance to a Municipality

CDLXII. This advisory opinion considers whether the gift of an ambulance to a municipality by
a company running a health care system whose emergency medical care facility is remotely located
from the city and is  “significantly further  from [the City]  than the only other two” competitors’
“emergency rooms,” is prohibited remuneration under the anti-kickback statute. The OIG quickly
concluded that the agreement may well violate the statute:

CDLXIII. The  provision  of  free  goods  lo  any referral  source  may  violate  the  anti-kickback
statute  if  one  purpose of  (he  gift  is  to  induce  referrals  of  Federal  program business.  In
general, the provision of free goods to referral sources gives rise to an inference that one
purpose of the gift is to induce referrals.139



CDLXIV. The OIG observed that by providing the free ambulance, “Company A will be giving
something of value to the Fire Department,  which potentially will increase the number of
patients, including Medicare and Medicaid patients, that the Fire Department transports to”
Company A’s facility.140 Notwithstanding this conclusion, because the proposed arrangement
presents  only  a  “minimal  risk  of  abuse  of  Federal  Health  Care  Programs”  and  not  a
“significant risk of fraud or abuse,” the OIG concluded that it would not “constitute grounds
for the imposition of criminal sanctions . . . exclusion ... or civil monetary penalties.” 141 The
OIG based this conclusion on an assessment of the following factors:

CDLXV.

CDLXVI.

CDLXVII. _______________

CDLXVIII. 139OIG Advisory Op. No. 98-3 (Apr. 14, 1998), al 5.

CDLXIX. 140Note that in this analysis, the OIG has followed the United States v. Greber, 760 F.2d 68 (3d Cir.).
cert, denied. 474 U.S. 988 (1985), and United States v. Kats, 871 F.2d 105 (9th Cir. 1989). "any purpose” test, rather than
the “primary purpose" lest used by the district court in Baysiule Ambulance, 874 F.2d 20, 29 (1st Cir. 1989) (see Chapter
6, Section 111. A.4., for discussion of these cases). This “choice” of legal analysis is crucial to the OIG’s opinion that the
conduct potentially violates the anti-kickback statute.  If  the appropriate  legal  analysis  required an assessment of the
“primary purpose” of the conduct, it is unclear what opinion the OIG would have rendered. Although a party in seeking
an advisory opinion might assert that the primary purpose of a payment is not to induce a referral, the facts could suggest
otherwise; application of that test could well put the OIG in the position of having to draw reasonable inferences from
conduct that conflicts with express representations made by the applicant.

CDLXX.  l4lOIG Advisory Op. No. 98-3 (Apr. 14, 1998), at 8-9.

CDLXXI.

1. The proposed agreement presented “little risk of overutilization or increased costs” given the
emergency nature of the care required (“the patients will still be treated by some facility”).142

2. The  gift  of  the  ambulance  would  promote  patient  “freedom  of  choice”  by  making  the
emergency department of Company A accessible to those patients who wanted to be treated
there (and whose conditions would permit the longer trip).

3. “[F]airer competition would result” because of the availability of Company A’s emergency
department.

4. The presence of a state statute regulating what choices of hospitals an ambulance service can
make for patients it is transporting “limit[s] the number of patients that the Fire Department
could potentially ‘steer.’”143

CDLXXII. The OIG also concluded that the one-time gift of the ambulance “is not structured” to
provide financial incentives or rewards for future referrals; indeed, the OIG noted that the gift
of the ambulance would increase the lengthier trips to Company A’s emergency department
and thus increase its “operational costs” (greater mileage, more wear and tear, etc.).144

CDLXXIII. a. Implications for Counsel

CDLXXIV.The  OIG’s  analysis  does  reflect  an  effort  to  approve  an  arrangement  that  would
otherwise fall  within the prohibitions  of the anti-kickback statute.  However,  it  is  unlikely that  a



federal prosecutor presented with these facts would have exercised discretion to prosecute: There is
little or no evidence of a harm145 to the Medicare program presented in the facts of the opinion.146

CDLXXV. 3. Advisory Opinion No. 98-7: Second Ambulance Restocking Opinion: Free Supplies
Provided by All Hospitals to All Ambulance Providers

CDLXXVI.This opinion concerns the legality of an arrangement in which all of the nonprofit
hospitals in a certain city proposed to provide to all public and private ambulances serving those
hospitals  free  drugs,  linens,  medical  supplies,  specialized  pediatric  equipment,  and  continuing
emergency medical education.147 The Secretary opined that such an arrangement could violate the
anti-kickback

CDLXXVII.

CDLXXVIII.

CDLXXIX.

CDLXXX. ______________________________

CDLXXXI. 142 Id. at 6.

CDLXXXII. 143Id. at 7-8.

CDLXXXIII. 144 Id.

CDLXXXIV. 145Although  the  government  need  not  prove  harm,  and  although  there  indeed  have  been
prosecutions where no evidence of harm was presented (see, e.g., United States v. Baystate Ambulance & Hosp. Rental
Serv., 874 F.2d 20, 32, n.21) (1st Cir. 1989) ("the statute does not require that there be a drain on the public fisc in order
for payments to be illegal"), the presence or absence of harm is a factor routinely considered by prosecutors deciding
whether to prosecute a particular referral arrangement.

CDLXXXV. l46The last portion of the analysis is probably overstated, a factor that the practitioner should
bear in mind in advising a client on the merits of following the same program as that allowed here. Although Company
A’s emergency department is further away than other emergency departments and thus operational costs will be higher,
Medicare reimbursement to the lire department for its transportation should be based upon actual miles traveled. All other
factors being equal, the (ire department will not have higher out-of-pocket operational costs.

CDLXXXVI. 147OIG Advisory Op. No. 98-7 (June 11, 1998), at 1-3.

CDLXXXVII. statute. Unlike Advisory Opinion No. 97-6, however, in which the OIG declined to
approve such an arrangement, the advisory opinion here confirmed that the Secretary would
not  subject  the  arrangement  to  any  anti-kickback  statute  sanctions,  criminal  or  civil.  In
principle, this arrangement was approved because it represented an across-the-board effort,
coordinated by a not-for-profit council for all hospitals and ambulance services in a defined
geographical area, where the council in control of the program was set up for the purpose of
“coordinating the efforts of public and private ambulance service pre-hospital care providers,
hospital emergency department staff and consumers to ensure the best possible pre-hospital
care for the victims of sudden illness or injury.”148

CDLXXXVIII. The arrangement proposed and discussed in this advisory opinion represents a
classic  example  of  a  “no harm—no  foul”  reasoning  and conclusion.  Just  as  in  its  first  opinion
rejecting such a free supplies arrangement,149  the OIG noted here that although an inference can he
drawn that one purpose of a free stocking program “is to induce the ambulance company to bring



patients to the hospital,” this particular arrangement appeared not to suffer from such a purpose.150 In
contrast  to the conclusion reached in the earlier  opinion, the OIG noted the following significant
structural differences:

1. All area hospitals participated in the program, and thus “there would appear to be no financial
reason ... to steer patients to a particular hospital.”151

2. The arrangement was developed by the not-for-profit council for a salutary purpose— “to
integrate and improve all aspects of the emergency medical care system,”152 which purpose is
served by the proposed arrangement.

3. The federal government has encouraged precisely such coordinated efforts  to improve the
delivery of quality medical services for the past 25 years.153

4. The arrangement “is likely to have a positive impact on the quality of patient care.”154

CDLXXXIX. These  significant  benefits,  and  the  absence  of  evidence  of  any  improper  motive,
persuaded the OIG that the proposed arrangement “poses minimal risk of fraud and abuse
under the anti-kickback statute, and therefore the OIG would not subject it to sanction.”155

CDXC.

CDXCI.

CDXCII.

CDXCIII.

CDXCIV. _________________

CDXCV. 148 Id. at 2.

CDXCVI. 149OIG Advisory Op. No. 97-6 (Oct. 20, 1997), discussed. supra Section III.C.I. 

CDXCVII. 150OIG Advisory Op. No. 98-7 (June 11, 1998), at 4.

CDXCVIII.151Id. at 5.

CDXCIX. 152Id. at 6.

D. 153Although the opinion does not so slate, it would hardly be appropriate, in an instance where there is
no  reason  to  question  the  stated  motives,  to  discourage  bureaucratically  such  an  effort  when  Congress  has  intact
encouraged just such a program as presented in this proposed arrangement. See, e.g. the Emergency Medical Services
Systems Act of 1973. Pub. L. No. 93- 154, 87 Slat. 594 (197.3); the Emergency Medical Services for Children Program.
Pub. L, No. 98-555. 99 Situ. 2854 (1984); the Trauma Care Systems Planning and Development Act of 1990, Pub. L. No.
101-590, 104 Stat. 2915 (1990).

DI. l54OIG Advisory Op. No. 98-7 (June 11, 1998), at 7. 

DII. l55Id.

DIII. a. Implications for Counsel

DIV. In assessing whether CLIENT’s proposed arrangement has any merit, the practitioner
should consider the following:



1. Does the proposed relationship originate as a direct result of a program covering an entire
area or only the patients referred between two for- profit entities?

2. How will  the arrangement,  if  approved, affect  the quality of care that  is  delivered to  the
patients involved?

3. Is there historical, legislative support for the conduct in the proposed arrangement, even if the
arrangement on its face appears to violate the anti-kickback act?

4. Does the arrangement,  if unilateral  (i.e.,  between only two parties in a larger competitive
market), mirror similar programs in the marketplace whose goal is the improvement of some
aspect of the delivery of quality care, so that overall it can be viewed as part of that greater
program?

5. Can the incentive that the arrangement may create for the referral of patients be appropriately
described as only incidental?

DV. Crafting  a  proposed  arrangement  with  these  issues  in  mind  would  appear  to  eliminate
CLIENT’s potential criminal exposure.

DVI. 4. Advisory Opinion No. 98-13: Third Ambulance Restocking Program: Supplies Charged to
the Patient and Provided Free to All Ambulance Providers

DVII. In  this  opinion,  the  OIG  approved  an  ambulance  restocking  program  that  was  a
variation of the program that the OIG approved in Advisory Opinion No. 98-7. Although concluding
that the program might technically violate the anti-kickback statute, the OIG noted that the program
as structured would not lead to financial abuse of federal health care programs and accordingly the
OIG would not subject the parties to any sanctions.

DVIII. In this restocking program, the following structure is present:

1. The program would be run by an emergency medical services council in a particular county.

2. All hospitals in the county would participate in the program.

3. Under the plan, the hospital that receives the patient would restock the ambulance with those
supplies that were used for the patient.

4. The receipt for restocking would be kept by the ambulance company and the hospital.

5. The patient would be charged for the supplies and the ambulance company would not be.

DIX. After reiterating its concern in general with such arrangements,156 the OIG noted the
following factors that made this arrangement acceptable:

1. The agreement was run by a council covering an entire region and open to all hospitals.

DX.

DXI.

DXII.__________________

DXIII. 156OIG Advisory Op. No. 98-13 (Sept. 23, 1998), at 2.



2. The restocking program was part of an overall effort by the council to improve emergency
medical responses and care.

3. The federal government has actively promoted and encouraged coordinated local programs,
like this one, to improve emergency medical response and care.

4. The restocking aspect of the program is “likely to have a positive impact on the quality of
patient care” by ensuring that ambulances are fully stocked.157

DXIV. In concluding that it would not subject this restocking plans to any sanctions, the OIG
stated as follows:

DXV. In evaluating an arrangement’s potential to lead to fraud or abuse of Federal health
care programs no one fact or element is necessarily dispositive. Here we are persuaded that
the Program is likely to result in substantial community benefit consistent with longstanding
national policy objectives. We are further persuaded that, taken as a whole, the aspects of the
Program ...  create  sufficient  limitations,  requirements,  or  controls  so  as  to  give  adequate
assurance that the Program will not lead to program abuse under the antikickback statute.158

DXVI. a. Implications for Counsel

DXVII. This analysis is not unlike that conducted by prosecutors in determining whether to
prosecute a particular arrangement (in assessing whether an arrangement is “bad” and whether the
prosecution, although technically correct, has “jury appeal”).

DXVIII. 5. Advisory Opinion No. 98-14: Fourth Ambulance Restocking Plan: Differing
Controlling Entities

DXIX. In this fourth ambulance restocking advisory opinion, various parties sought approval
regarding two programs by hospitals in an area to restock ambulances, one with supplies and one
with drugs. The OIG differentiated between the two programs, vis-a-vis the anti-kickback statute,
based upon composition of the body exercising control over each program’s implementation.

DXX. The proposed arrangement operated as follows:

1. Three emergency medical services councils representing all of the hospitals in a four-county
metropolitan area established a drug restocking program (in existence) and a medical supplies
restocking program (proposed).

2. Pursuant to the drug program, every hospital restocked all ambulances with medications after
a patient’s transport to the hospital, but did not charge the ambulances for the medications.

3. Pursuant  to  the  proposed  supply  program,  each  hospital  would  restock  an  ambulance
delivering a patient with certain specifically identified supplies used in the transport of the
patient.

DXXI.

DXXII.

DXXIII.

DXXIV.

DXXV.



DXXVI. _______________

DXXVII. 157Id. at 3-4. 

DXXVIII. 158Id. at 4.

DXXIX. The  drug program was  administered  by  the  emergency  medical  services  councils,
which was representative of the community at large. In contrast, the supplies program was to
be administered by a committee of hospital representatives not broadly representative of the
community at large.159

DXXX. The OIG concluded that the drug program was essentially identical to the ambulance
program presented to the OIG in Advisory Opinion No. 98-13 and thus not subject to sanctions. In
contrast, the OIG did not similarly approve the supply program, solely due to the differing structure
of administration.  “The involvement  of a broad range of representatives  of the EMS community
provides substantial assurance that an ambulance restocking program will operate for the benefit of
the local community and will not be undertaken solely for the benefit of a single provider or group of
providers.”160 Because the supply program did not have this broad and diffused control mechanism,
the  OIG  could  not  conclude  that  in  operation  it  would  not  violate  the  anti-kickback  statute.
“[B]ecause it involves the provision of free goods to potential referral sources, the Supply Program
might violate the statute if one purpose of the Program is to induce Federal health care program
business.”161 Intent, the OIG noted, cannot be determined solely upon “documentary submissions.”162

DXXXI. 6. Advisory Opinion No. 00-9: Ambulance Restocking Plan for Volunteer Ambulance
Providers

DXXXII. In this fifth opinion concerning a hospital plan to restock ambulance providers with
supplies and pharmaceuticals following emergency transports, the OIG concluded that, while the plan
technically violated the anti-kickback statute, the potential harms were minimal and it would not seek
to impose the sanctions.163 The hospital seeking approval of the restocking plan was the only hospital
in  a  metropolitan  area  serviced  by 11 ambulance  companies.164 Four  of  the  11 companies  were
volunteer  ambulance  services  that  did  not  charge  insurers  or  patients  for  ambulance  transport
services.165 The hospital participated in the EMS council in its region and participated in coordinating
a “region-wide ambulance restocking program to ensure timely and appropriate restocking.”166

DXXXIII. Notwithstanding its longstanding concern with the “provision of goods and services
for free or at below-market rates to actual or potential referral sources,” this proposed arrangement
did not concern the OIG. The OIG cited the hospital’s participation in the EMS council’s restocking
initiative as a core reason.167 The OIG was not troubled that the hospital limited free supplies to only
the four volunteer ambulance services: This “represents a reasonable
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DXLVIII. distinction drawn by the hospital that is not related to the volume of referrals or other
business generated for the hospital.”168

DXLIX. 7. Advisory Opinion No. 00-11: Ambulance Restocking Plan Variant: Hospital
Donation to Ambulance Provider

DL. In a variant on the ambulance restocking plans considered in other advisory opinions,
the  OIG evaluated  in  Advisory  Opinion  No.  00-1  1169 the  gift  of  money  from a  hospital  to  an
ambulance provider. A hospital sought review of its intent to give up to $5,000 to the all-volunteer,
tax-supported ambulance provider that delivered 73 percent of its transports to the hospital.170 The
OIG observed that, in general, “a monetary donation by a hospital to a local ambulance company is
permissible if the parties have no intention to induce Federal health care program referrals  or to
generate  Federal health  care program business.”171 While  most  donations  are bona fide,  the OIG
noted that in some circumstances payments characterized as donations can be "nothing more than
disguised kickbacks intended to induce or reward referrals.”172  Because the $5,000 donation at issue
presented only a “minimal risk” of federal health care program abuse, the OIG determined not to
impose sanctions.173

DLI. 8. Advisory Opinion No. 98-16: Provision of Free Pharmacy Services to Hospital Organ
Transplant Centers

DLII. Hospitals running organ transplant centers seeking Medicare program reimbursement
must,  inter  alia,  furnish  qualified  personnel  and  quality  pharmaceutical  services.  Fulfilling  this
obligation imposes financial burdens on the hospital. Here, the OIG reviewed a request by a mail-
order pharmacy for approval of an arrangement in which it would place, for free to a hospital,  a
licensed  pharmacist  in  a  hospital’s  transplant  center.  The  hospital  would  have  its  obligation  to
provide such services fulfilled; the pharmacy would thus gain access to organ transplant patients at
the hospital and be immediately available to provide pharmacy services needed by those patients.

DLIII. The  OIG  concluded  that  this  proposed  arrangement  could  constitute  prohibited
remuneration under the anti-kickback statute. The OIG “has a longstanding antipathy to arrangements
where a party gives an existing or potential referral source valuable services or goods for free or
below fair market value.”174 The proposed arrangement, the OIG stated, “has all the hallmarks of.
disfavored arrangements.”175 First, the free transplant pharmacist is a tangible benefit to the hospital;
some  services  provided  by  the  pharmacist  will  substitute  and  replace  services  that  the  hospital
previously had to provide and pay for itself.
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DLXVI. Thus, the arrangement offers hospitals “the opportunity to shift payroll or contractual
costs to the Pharmacy.”176

DLXVII. Second, the OIG inferred that one purpose of the arrangement was to induce referrals
because:

1. the  services  were  offered  to  a  party  in  a  position  to  influence  substantially  the  initial
recommendation of a pharmacy to transplant patients;

2. transplant patients, including some insured by Medicare, will need pharmacy services;

3. the pharmacy transplant services are expensive (the cost of antirejection drugs can exceed
$10,000 per year for a patient); and

4. such drugs are critical to the success of the transplant and a patient will likely follow the
advice of the transplant center regarding selection of a pharmacy.177

DLXVIII. These factors place the hospital transplant centers in a position to exercise substantial
influence  over  a  significant  source  of  revenue  for  the  pharmacy.  Given  the  absence  of
“safeguards,  conditions,  or  controls  that  mitigate  the  risk of  improper  patient  steering  by
Centers improperly influenced by the provision of free services,” the OIG concluded that the
proposed arrangement might violate the antikickback statute and be subject to sanctions.178

DLXIX. a. Implications for Counsel

DLXX. What is significant about this opinion is the fact that the parties sought the opinion in
the first place. The only logical reason for a pharmacy to place a pharmacist for free into a hospital’s
transplant center and provide free services to the hospital is the expectation of referral of business
from that hospital. A pharmacy would not for long provide a free pharmacist to a hospital that did not
refer any business. Thus, one purpose of such an arrangement has to be to induce referrals through
the provision of something of value, conduct squarely in violation of the anti-kickback statute under
the existent case law in the federal courts.



DLXXI. Given this analytical framework, it is unclear upon what logical basis the applicants,
or their attorneys, believed that the arrangement would receive OIG approval.

DLXXII. 9. Advisory Opinion No. 00-6: Kickback Implications of Charitable Gift from Hospital
to a Referral Source (State-Run Medical School)

DLXXIII. Perhaps  the  most  difficult  practice  area  regarding  the  anti-kickback  statute  is  the
relationships and myriad of payments between hospitals and the physicians who practice at and refer
business to those hospitals.179  When a doctor treating a patient admits that patient to a hospital, that
doctor has referred business to the hospital. Typically, such relationships are not one-time events, and
many
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DLXXXII. doctors make repeated,  financially valuable referrals  to the same hospital.  For any
payments that flow from the hospital to the physician, the practitioner must ask this question:
Is any purpose of the payments on the part of either the doctor or the hospital designed to
induce new referrals or to encourage continued referrals?

DLXXXIII. OIG Advisory Opinion No. 00-6 addresses this question. In that opinion, a privately
run, not-for-profit hospital proposed donating to a state-run medical school the hospital’s share of a
jointly owned medical center.180 As originally planned, the hospital and the medical school undertook
to build, and intended jointly to own, a medical center.181 By the completion of construction and at
the time of requesting the advisory opinion, the ownership arrangement  had evolved into one in
which  the  medical  school  owned all  of  the  clinical  parts  of  the  center  and a  percentage  of  the
academic parts, and the hospital only owned the remaining percentage of the academic portions of
the building.182 Pursuant to the construction project agreements, the medical school was to pay rent to
the hospital for use of the academic portion of the building that the medical school did not own.183

These rental payments were a hardship because of the financial status of the medical school, and the
hospital proposed donating its remaining ownership interest in the building to the hospital.184 In the
context of the business relationships between the two entities, physicians employed by the medical
school regularly referred patients for treatment to the hospital.185

DLXXXIV. This  gift—  “a  substantial  one-time  donation  by  a  hospital  to  a  major  referral
source”—the OIG concluded, “implicates the Federal anti-kickback statute.”186 As the OIG observed:

DLXXXV. The OIG’s position on the provision of free or below market value goods or services
to  referral  sources  is  longstanding and clear:  such arrangements  are  suspect.  That  is,  the
provision of free goods or services lit any referral source may violate the anti-kickback statute



if one purpose of the gift is to induce or reward referrals of Federal program business. In
general, such arrangements give rise to an inference that one purpose of the gift is to induce
referrals.187

DLXXXVI. Notwithstanding,  the  OIG  determined  not  to  impose  sanctions  on  the  proposed
donation. First, the OIG noted that the donation was “between components of an academic
medical center” with a “shared charitable mission” and was a “reasonable accommodation to
changed financial circumstances.”188 Second, the OIG noted that the parties had incorporated
several features designed to ensure that the medical school did not put “financial pressure” on
physicians

DLXXXVII.

DLXXXVIII.

DLXXXIX.

DXC.

DXCI.

DXCII. ___________________________

DXCIII. 180OIG Advisory Op. No. 00-6 (Oct. 6, 2000), at 1.

DXCIV. 181 Id. at 2-3.

DXCV. 182ld. at 3.

DXCVI. 183Id.

DXCVII. 184Id.

DXCVIII. 185ld. at 2. 

DXCIX. 186Id. at 4. 

DC. 187ld.

DCI. 188ld. at 5.

DCII. to refer patients to the hospitals.189 Lastly, the OIG concluded that the donation would
“confer a community benefit on the residents of the City and the State.”190

DCIII. a. Implications for Counsel

DCIV. Perhaps  the  most  daunting  request  for  transactional  counsel  is  the  structuring  of
relationships between hospitals and the physicians who practice at those hospitals. Likewise, one of
the most  difficult  tasks for an investigator  and prosecutor  is,  in an ongoing arrangement,  to sort
through  the  payments  and  the  referrals  to  discern  the  intended  inducements  and purposes.  It  is
difficult, from this advisory opinion, to separate the OIG’s reliance on the good, historical motives—
the shared mission and charitable benefits—from the structural safeguards. Prudent counsel should
conclude  that,  in  the  absence  of  any  safeguards,  no  degree  of  charitable  purpose  will  insulate
payments made for referrals from investigative and prosecutive scrutiny. If, indeed, payments made
by a hospital to any referral source—whether to salaried doctors at a charitable medical school or



those working in a for-profit  medical  practice—were intended to induce referrals, any coincident
charitable purpose will be irrelevant.

DCV. How the deal is structured is, of course, only a part of the analysis. The remainder, and
often most important part,  is a review of the manner in which the parties effected the structured
arrangement. The best of original intentions not to pay for referrals will be irrelevant if, in practice,
payments made expressly for other purposes devolve into payments intended to reward referrals. For
example, a hospital might choose, as a part of an arrangement with a medical school, to employ the
head of the surgery department to supervise the surgical staff at the hospital.  If the payments are
planned to represent fair market value for the services provided, and are not to be adjusted based
upon future referrals, the arrangement should be legal. If, however, in practice, the payments drift up
above fair  market  value (the doctor  stops  doing any work or  the amount  of  money that  is  paid
becomes  excessive for the work performed),  the payments  are  adjusted based upon past referral
patterns, or the doctor’s employment ceases when his referrals slow down, then the payments become
suspect.

DCVI. 10. Advisory No. Opinion 99-8: Exchanging Free Podiatry Services for Access  to
Shoe Retailer Customers

DCVII. Can podiatrists offer free podiatry services to the shoe department customers of a large
department  store chain  without  violating  the  anti-kickback statute  or  without  being  subjected  to
sanctions?

DCVIII. In this complex arrangement, addressed in Advisory Opinion No. 99-8, the following
features are present:

1. Company A, in the business of professional training, enters into an agreement with Company
B, a major discount retailer with stores across the country.

DCIX.
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DCXII. 189ld.  The medical  school agreed that  it  would provide written notice annually to physicians that  it
employed that those doctors were not required or encouraged to refer patients to the hospital, that it would not track any
such referrals, and that compensation to those doctors would not be dependent upon the volume or value of any such
referrals. Id.

DCXIII. 190 Id.

DCXIV. 2. In that agreement, Company A agrees to train Company B’s shoe department
employees, and as a part of that training and support, to establish and provide a network of podiatrists
to make scheduled appearances in the shoe departments to consult with and advise Company B’s
customers and shoe sales associates.

DCXV. 3. Company  B agrees  to  pay Company  A for  these  services,  including  some
payment for the creation of the network of podiatrists and for their shoe store appearances.191

DCXVI. Company  A  in  fact  does  not  hire  the  podiatrists;  rather,  the  podiatrists  pay  to
Company A a fee for getting to make the in-store consultations. In short, podiatrists agree to
pay Company A and to provide free services  to  Company B’s  shoe sales  associates  and



customers in exchange for gaining “access” to Company B’s customers, and the possibility of
gaining some of such customers as patients in their own podiatry practices.192

DCXVII. To prevent  referral  abuses,  the companies  built  in to  the agreement  the  following
safeguards or restrictions:

1. Safeguard  One:  Although  podiatrists  may  answer  a  customer’s  inquiry  about  his  or  her
practice, if asked, the podiatrist also must provide the customer with a disclaimer, reflecting
that  Company  B  has  not  “endorsed”  the  services  of  the  podiatrist  merely  because  the
podiatrist is working in the shoe department and with Company B’s sales associates.

2. Safeguard  Two:  Podiatrists  agree  not  to  make  “on-the-spot  appointments  to  their  private
practices.”

3. Safeguard Three: Podiatrists may not write prescriptions while on Company B’s premises and
“there will be no direct or indirect connection between the Arrangement and Company B’s
pharmacy operations.”193

DCXVIII. Two additional structural matters are relevant to the referral  issue: (1) none of the
shoes or shoe products sold in Company B’s stores is reimbursable under a federal health care
program and (2) none of the services to be performed by a podiatrist while in Company B’s
stores is reimbursable by any federal health care program.194

DCXIX. The OIG first concluded that the promotional activities conducted by Company A and
Company B fell within that language of the anti-kickback statute prohibiting payments to a person to
"arrange for or recommend” the purchasing or ordering of a good or service payable by a federal
health care program.195 Among factors cited by the OIG were the following:

1. The arrangement “orchestrat[ed] an opportunity for the podiatrists to market their services
personally—and exclusively—to potential patients.”196
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DCXXVII.

DCXXVIII.2. The in-store presence of the podiatrist and the in-advance advertisement of the
date  and time  of  the  presence  amounted  to  an  “implied  recommendation  of  the  podiatrists”  by
Company B.197



DCXXIX. 3. Company A and Company B receive an economic benefit—remuneration—
from the podiatrists,  because of the latter  group’s agreement to provide free care and services to
Company B’s customers.198

DCXXX. The OIG was unimpressed by the interposition of Company A between Company B—
the entity with the potential referrals—and the podiatrists—the party providing the free goods
in exchange for access to the potential referrals:

DCXXXI. Through its contractual arrangements with Company B and the participating
podiatrists, Company A is in a position to channel “recommendations” from Company B to
the podiatrists and “remuneration” from the podiatrists to Company B. Moreover, in some
circumstances this type of arrangement could pose a risk that the intermediary would be
buying one party’s recommendations and reselling them Lo another party.199

DCXXXII. Nonetheless, the OIG concluded that the arrangement posed a “low risk of fraud and
abuse and contained] safeguards that further reduce that risk.”200 First and foremost, the OIG noted
that  neither  Company  A  nor  Company  B  was  involved  in  the  delivery  of  health  care.  Neither
company sold any health care products and neither had any “special health care relationship with
Company B's shoe department customers.”201 Second, the arrangement did not market or promote any
specific podiatry services payable by a federal health care program. Third, the arrangement did not
target  beneficiaries  of  federal  health  care  programs.202 Fourth,  the  payments  by  podiatrists  to
Company A were not tied in any way to the anticipated or actual volume of potential patient referrals
from the shoe departments of Company B’s stores to the private podiatry practices of the podiatrists.
Fifth,  the  OIG  noted  that  the  risk  of  cross-referrals  between  the  podiatrists  and  Company  B’s
pharmacies was minimal.203

DCXXXIII. a. Implications for Counsel

DCXXXIV.The OIG, in responding to this shoe store arrangement that does not directly involve
any health care beneficiaries, expends considerable care and effort in analyzing the contractual and
business relationships between the parties. Counsel advising CLIENT regarding such proposals—in
which a health care provider gives something for free to some other entity in order to gain access to
customers and thus potential referrals—should bear in mind the cautionary language set forth in the
opinion:
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DCXLIV. 202ld. (“neither Company B nor Company A has control over the prospective patient mix of the shoe
department customers”).

DCXLV. 203Id.

DCXLVI. We would likely reach a different conclusion if the Arrangement involved a different
selling or different parties, for example, if the participating podiatrists were providing free
services  ...  to  nursing  homes,  assisted  living  facilities,  senior  centers,  community  clinics,
physician’s  offices,  hospitals,  home  health  agencies  or  other  more  traditional  sources  of
referrals  of  Federal  health  care  business  or  places  where  Federal  health  care  program
beneficiaries typically seek health care or personal care services .204

DCXLVII. An arrangement, for example, in which a health care management consultant provided
a similar network of podiatrists to a nursing home client as a part of the sale of its consultant
services to the nursing home would likely run afoul of the anti-kickback statute and not have
the  same  de  minimis  or  tangential  affect  as  the  arrangement  presented  in  this  advisory
opinion. The nursing home, unlike the department store chain, has a special relationship with
its customers/ residents, the vast majority of whom are beneficiaries of federal health care
programs. The provision of free services by podiatrists in such a setting, tied to the sale of the
management consulting services by the consulting company, would pose significant potential
for fraud and abuse.

DCXLVIII. 11. Advisory Opinion No. 99-11: Free Training for Psychiatric Residents by Potential
Referral Sources to Teaching Hospitals

DCXLIX. In this  advisory opinion,  a charitable  coalition  and three teaching hospitals  sought
review of an arrangement in which the teaching hospitals provided free psychiatric resident services
to the charitable coalition providing a certain category of psychiatric care for free or at reduced prices
to individuals meeting clinical criteria.205 Pursuant to the agreement, the coalition received for free
the professional services of between 40-50 residents; in exchange, the hospitals benefited by having
the coalition provide training for the residents in the narrow field of psychiatric care provided by the
coalition.206 The  coalition  did  not  directly  bill  any  third-party  insurer,  including  Medicare  and
Medicaid; from time to time, the coalition expected to make a very small number of referrals of
patients for alternative treatment, including hospitalization.207 Such referrals could include referrals to
one  or  more  of  the  three  hospitals  providing  the  free  resident  professional  assistance  to  the
coalition.208

DCL. Notwithstanding the provision of free help to  a potential  referral  service,  the OIG
determined that it would not seek to impose sanctions on the proposed agreement.209 While the OIG
noted  its  concern  with  abuses  in  the  “area  of  mental  health  services,  where  medical  necessity
determinations are often subjective and the risk of overutilization is substantial,” the OIG was not
concerned with the present arrangement.210 Factors critical to that judgment were the small number of
patients in the program, the small number of potential referrals, the fact that
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DCLXII. the  coalition  did not  itself  bill  any federal  health  care  programs,  the fact  that  the
agreement fulfilled a legitimate business need of both parties, and the fact that the agreement
provided a significant community benefit (access to mental health services for lower income
community residents).211

DCLXIII. a. Implications for Counsel

DCLXIV. It  is  unclear  what  lesson  counsel  advising  CLIENT  can  take  from  this  advisory
opinion. The OIG’s reliance on the relative small size of this arrangement as a factor arguing against
imposing sanctions seems to disregard the nonstatic nature of businesses and their relationships. One
can expect the programs at  the hospitals  and the teaching coalitions  to change over time;  as the
program becomes successful, it could grow, perhaps substantially, in size. The OIG’s analysis does
not  seem to  recognize  this  potential,  and  accordingly  this  opinion  may  prove  to  be  of  limited
guidance for counsel advising CLIENT on similar arrangements.

DCLXV. Moreover, that factor—relative size or number of referrals—is not a statutory element
in the anti-kickback statute. A prosecutor may choose not to prosecute an illegal referral arrangement
that, in the greater scheme of the provision of a type of care in a geographic region, is small in scope.
On  the  other  hand,  a  carefully  crafted  willful  referral  arrangement,  regardless  of  size,  may  be
prosecuted precisely because of its willful and deliberate nature.

DCLXVI. 12.  Advisory  Opinion  No.  99-14:  Free  Goods  and  Services  Among  Referral
Participants in Telemedicine Network

DCLXVII. In  this  advisory  opinion,212 the  OIG  considered  referral  arrangements  among
participants in a telemedicine network. Those arrangements included the provision of free goods and
services by hospitals and other members of a health system providing the telemedicine services to
rural doctors and clinics; the doctors and clinics were in a position to refer patients to the members of
the  health  system.213 Because  of  the  unique  factors  that  led  to  the  formation  of  the  network—
principally through the use of congressionally approved grant funding to encourage the development
of such networks—and the safeguards built into the referral arrangements, the OIG determined that it
would not seek to impose sanctions on the health system for the provision of free items.214

DCLXVIII.According to the opinion, a health system using two different federal grants developed
a telemedicine network for the provision of telemedicine services to patients in rural areas.215 The
health system provided to the rural health care professionals the infrastructure of the telemedicine
network: free equipment and subsidized line charges.216 For physicians agreeing to provide consulting
services, the network provided free “opportunities to earn fees.217
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DCLXXIX. Provision of these free items to “two potential referral sources” by the hospitals in the
health system network potentially implicated the anti-kickback statute.218

DCLXXX. Nonetheless, because of the grant fund programs approved by Congress (which had
provided the seed money to establish the network), the safeguards built into the network to control
the  expenditure  of  the  grant  funds,  and  the  provision  of  significant  community  benefits—
development of telemedicine to improve access to needed health care for patients in rural areas—the
OIG determined that it would not seek to impose sanctions on the proposed agreement.219

DCLXXXI. 13.  Advisory  Opinion  No.  00-3:  Free  Care  by  Hospice  to  Potential  Patients  and
Nursing Homes

DCLXXXII. A perplexing  issue  is  the  provision  of  free  items  and services  to  potential
referral sources. Such conduct is a fairly routine marketing ploy and is almost always intended to
induce a purchase or referral:  Why else would a seller give things away to a buyer or a referral
source?

DCLXXXIII. In Advisory Opinion No. 00-3, the OIG addressed, in the hospice setting, free
services to patients and nursing homes.220 Hospices treat terminally ill patients. To receive Medicare
coverage at a hospice, the patient must have a prognosis of a terminal illness with no more than 6
months to live if the illness runs its normal course.221 Among other sources, hospices obtain referrals
directly  from patients  and from nursing homes.222  In seeking an advisory opinion,  a hospice had
questioned the legality of offering free services to potential patients, including patients living at home
and patients already resident in a nursing home.223 The free services, to be provided by volunteers,
included friendship and visitation, transportation, food preparation, and the like.224

DCLXXXIV. In its opinion, the OIG recognized that the proposed arrangement violated the
anti-kickback statute: “[W]e think it likely that the benefits are provided at least in part to induce the
patients to obtain hospice care from the Hospice at the appropriate time.”225  Nonetheless, the OIG
determined that the proposed free care was not sanctionable under the statute because it was not
likely, for the following reasons, to result in an “overutilization” of hospice care:

1. The services were provided by unpaid volunteers to a “vulnerable patient group.”



2. The benefits  from the services were primarily  “intangible  and psychic”  in that  they were
designed not to provide patients with something of economic value, but to help the patients
“adjust to their illnesses” with help coping “with the day to day burdens of life.”
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DCXCVIII.3. There were substantial barriers to a beneficiary’s election to hospice care, included
renouncing coverage for curative medical treatment.226

DCXCIX. The OIG expressed concern that the provision of free services in general to nursing
home patients could potentially constitute a kickback or inducement, not to the patient, but to
the nursing home, also a potential referral source. “[T]he services provided by the Hospice
could  substitute  for  services  the  nursing  home would  otherwise  have  to  provide,  thereby
resulting in the Hospice providing free services to the nursing home.”227 However, for the
proposed arrangement for which the advisory opinion was sought, there was no duplication of
nursing home services, and thus, the OIG concluded, no payment of remuneration in violation
of the anti-kickback statute.228

DCC. a. Implications for Counsel

DCCI. The OIG was clearly troubled by the provision of items for free in any context in
which a seller of services or care is providing such items to a buyer of services or care. The context
presented in this case—terminally ill patients— is unique, and the free services of such limited and
unmeasurable economic value that their provision was not likely to result in the overutilization of
hospice care. Central to the decision of the OIG to bless the proposed arrangement was that it was
very unlikely to cause overutilization of hospice care.

DCCII. Counsel advising CLIENT on the provision of free care to potential referral sources—
either patients or other providers of care or services in a position to refer business—should carefully
analyze any proposed marketing campaign that involves free goods or services for probable impacts
on overutilization and for the market value of the free items. If the items provided were ones that the



recipient would have purchased anyway, a prosecutor is much more likely to consider the gift of the
free good to be a potential payment for a referral without regard to the effect on utilization of care. In
such circumstances, the free goods constitute, at a minimum, a cost savings to the recipient and are
much more likely to act as an inducement for a referral. Where the free goods are not of trivial value
and can be directly linked to purchases, prosecution may be likely.

DCCIII. In advising CLIENT on a proposed transaction,  counsel should not take too much
comfort from the fact that a free good or service may not cause overutilization of health care services.
In many advisory opinions, overutilization is used as a marker by the OIG as a measure of harm. In a
kickback prosecution, the government need not prove financial harm or cost to the affected programs.
While absence of financial harm may weigh in favor of nonproseculion, where the inducement was
intended, not to cause false billings but to corrupt medical judgment or to cause a doctor to narrow
treatment options for a patient, the absence of overutilization may be considered irrelevant. There
also  may  be  situations  where  the  inducement  was  offered  to  encourage  the  election  of  a  more
expensive but medically equivalent  treatment  option.  Such a circumstance will  argue strongly in
favor of prosecution.

DCCIV.

DCCV.

DCCVI.

DCCVII. ________________

DCCVIII. 226 Id.

DCCIX. 227 Id. at 5.

DCCX. 228 Id.

DCCXI. D. Arrangements That Involve Discounts, Financial Incentives,  the Provision of
Services, or Other Business Transactions Between Providers and Referral Sources

DCCXII. 1. Advisory Opinion No. 97-5: The Hospital-Radiology Joint Venture

DCCXIII. Joint ventures have always presented serious analytical difficulties for practitioners
and the OIG.229 By definition, those who would enter into a joint venture bring different interests to
the table; in many health care joint ventures, one party to the joint venture may bring a service or a
product and another may bring a stream of patients. The fairly obvious question that arises under the
anti-kickback statute is whether the party with access to patients is getting paid merely for his or her
investment in the joint venture, or rather in part for the ability to control patient referrals.

DCCXIV. The relevant parties presented in this advisory option are “Hospital System A," which
operates three hospitals in a particular locale (referred to as Hospital 1, 2, and 3), and “Radiology
Practice X." Hospital 3 within Hospital System A is a typical hospital, with a radiology department
whose director, l)r. Y, is also president of Radiology Practice X. Hospital 3 is the largest hospital in
its area; the opinion leaves ambiguous Hospital J’s size and the extent of competition from other
hospitals in its immediate area. Hospital System A and Radiology Practice X requested approval for a
proposed  joint  venture  to  “establish  an  outpatient  radiology imaging  center”  to  be  located  near
Hospital 3. The imaging center would be owned and operated by Company B (a limited liability
company), whose two members/owners would be Company Z, a subsidiary or affiliate of Radiology



Practice X, and Hospital System A; each of these two partners would make roughly equal capital
contributions ($204,000 and $196,000, respectively).  Although the imaging center would have its
own staff,  the practicing radiologists  for the center  would be members  of Radiology Practice X;
indeed,  the  president  of  Radiology Practice  X,  Dr.  Y,  “will  be responsible  for  administering  all
aspects of the clinical services rendered at the imaging center.”230 Hospital System A employs only
three physicians; the proposal presented to the OIG in seeking the advisory opinion is that these three
physicians “will not make referrals to the Proposed Arrangement’s joint venture imaging center, nor
will any such referrals be accepted if made.”231

DCCXV. The OIG, after a lengthy analysis, concluded that the proposed arrangement “does not
contain  any  prohibited  remuneration  within  the  meaning  of  the  antikickback  statute.”232 In  so
deciding, the OIG first reviewed all applicable safe harbors; the OIG thereafter analyzed whether,
under the facts presented, any remuneration paid would be “prohibited remuneration.”233

DCCXVI.

DCCXVII.

DCCXVIII.

DCCXIX.

DCCXX.

DCCXXI. ______________________

DCCXXII. 229See Chapter 6, Section IIt.B.3. b. (discussing joint ventures and the anti-kickback statute).

DCCXXIII.230OIG Advisory Op. No. 97-5 (Oct. 5, 1997), at 4. 

DCCXXIV. 231Id. at 2.

DCCXXV. 232ld. at 9.

DCCXXVI. 233Id. at 6-9.

a. No Safe Harbor
DCCXXVII.

DCCXXVIII. The OIG quickly concluded that the only potentially applicable safe harbor,
that for investments in small entities,234 did not apply. As noted in Chapter 6, that safe harbor has
eight elements, one of which requires that “no more than forty percent of the investment interests
may be held by investors who are in a  position to  make or influence referrals,  furnish items  or
services, or generate business.”235 In this situation, “Radiology group X owns 51 percent of the entity
and will provide professional services to the venture.”236 Given this, the proposed arrangement “does
not meet the only relevant safe harbor.”237

DCCXXIX.b. No Within-the-Venture Prohibited Remuneration

DCCXXX. Next,  the OIG analyzed whether any remuneration paid by the joint venture to its
investors would represent remuneration in exchange for or as a reward for referrals. As noted:

DCCXXXI.With respect to joint ventures,  the major  concern is  that the profit  distributions  to
investors  in  the  joint  venture,  who  are  also  referral  sources  to  the  joint  venture,  may
potentially represent remuneration for those referrals.238



DCCXXXII. This concern is obvious, and the analysis is designed to address the issue of whether
the joint venture itself is merely a cover for an arrangement intended to pay for referrals. A
second, less obvious issue is whether, in addition to the joint venture, the parties to the joint
venture have an already existing referral arrangement. If so, an issue can arise as to whether
the  joint  venture  is  really  a  mechanism  to  pay  for  referrals  in  the  existing  relationship
independent of the joint venture. It is for this latter reason, the OIG noted, that “all aspects of
all relationships between the parties must be examined.”239

DCCXXXIII. From  the  practitioner’s  perspective,  this  is  the  most  complex  part  of  any
analysis in advising clients on the merits of a proposed joint venture; this analysis is also the most
fact-dependent and specific. As the OIG observed, a joint venture may appear completely proper in
all respects, yet the payments through the joint venture may be intended by the parties to be payments
for referrals of Medicare-insured patients, which referrals take place through a wholly independent
relationship.240 In that event, the payments made in the joint venture would constitute “prohibited
remuneration.” The practitioner thus must explore the structure of the joint venture and its payment
methodology. The practitioner also must examine all existing relationships between the joint ventures
to determine what those facts objectively demonstrate regarding the intent of any payments made
through the joint venture. Although this may be a difficult task, the practitioner who does not engage
in  this  analysis  will  be  remiss,  as  this  is  precisely  the  type  of  analysis  that  investigators  and
prosecutors

DCCXXXIV.

DCCXXXV.

DCCXXXVI. ____________________

DCCXXXVII. 234See 42 C.F.R. §1001.952(a)(2).

DCCXXXVIII. 235OIG Advisory Op. No. 97-5 (Oct. 15, 1997), at 5.

DCCXXXIX. 236 Id. at 6.

DCCXL. 237Id.

DCCXLI. 238d.

DCCXLII. 239Id.

DCCXLIII. 240Id.

DCCXLIV. will  undertake  if  an  investigation  is  conducted  regarding  payments  and  referral
arrangements between the parties.

DCCXLV. Here the OIG engaged in a fairly lengthy discussion of each party’s delivery of health
care  in  the  geographic  area,  role  in  the  joint  venture,  and ability  to  control  or  influence
streams of patient referrals. Thus, the OIG conducted:

1. a review of the hospital’s role in general regarding its ability to influence referrals: “Hospitals
are capable of influencing, and do influence, referrals to other health care providers, such as
through discharge planning”;241



2. a review of the hospital’s role regarding the area of practice of the joint venture (radiology
services): “Hospitals are in a position to influence the flow of radiology work performed at
the hospital, because the hospital controls to whom radiology interpretations are referred”;242

3. a review of the representations made by the parties in seeking the advisory opinion as to their
intent  to make or control referrals:  “Hospital  System A has represented that its  employed
physicians will make no referrals . . . and the imaging Center will not accept any referrals
from those physicians”;243

4. a review of the parties’ representations about their conduct after the start of the joint venture,
as that conduct may have the ability to influence referred patterns: Hospital System A has
agreed “that it will take no actions, either covert or overt, financial or otherwise, to induce its
medical staff ... to use” the joint venture; “physician referrals . . . will not be tracked” by any
of the parties; the hospitals owned by Hospital System A “will continue to operate and use
their own radiology units”;244

5. the ability of the party controlling the patient stream to generate referrals to the joint venture:
“Radiologists  do  not  order  the  radiological  tests  they  perform  ...  a  patient’s  attending
physician [does that]”; although “a radiologist can recommend additional testing . . . those
tests  must  be  approved  by  the  patient’s  attending  physician;”  “a  Radiology  Group  X
radiologist’s recommendation” of “additional testing” to “an attending physician with whom
he has no financial  arrangement” for a “bona fide medical consultation” is not prohibited
under the antikickback statute.245

DCCXLVI. Although one can question some of the inferences drawn by the OIG—and certainly if
there is litigation in which the substance of this opinion is placed

DCCXLVII.

DCCXLVIII.

DCCXLIX.

DCCL. ______________________

DCCLI. 241Id. at 7.

DCCLII. 242  Id.  For this conclusion,  the OIG cited Financial  Arrangements  Between Hospitals and Hospital-
Based Physicians, OE1-09-89-0030 (1991). This conclusion is of course open to serious debate. Although some hospitals
may be able to influence the How of radiology work at the hospital, that influence may not extend to outside referrals
and, in practice in a locale with many hospitals and radiologists who practice at numerous hospitals, that "ability" to
control referrals may be quite slight.

DCCLIII. 243OIG Advisory Op. No. 97-5 (Oct. 15, 1997), at 7.

DCCLIV. 244Id.

DCCLV. 245Id. at 7-8. 

DCCLVI.



DCCLVII. in issue that would indeed occur—the steps employed in the analysis are sound.
The  OIG  concluded  on  these  facts  that  “since  neither  the  Radiology  Group  X  nor
Hospital System A will be in a position to generate or influence an appreciable246 number
of referrals to the Imaging Center, the distribution of profits would not constitute illegal
remuneration in exchange for referrals.”247

c. The Venture Is Not a Cover

The  general  relationship  between  the  parties—a  hospital  system  and  radiologists  practicing
within that system—itself gives rise to a concern that the joint venture is in fact a mechanism to
pay for other referrals between the parties (and not for referrals to the joint venture imaging
center). Because the group practice is “the exclusive provider of professional radiology services”
for one of the system’s  hospitals,  that “raises the possibility that the joint venture may be a
vehicle” by which the physician practice “indirectly rewards” the hospital  “for revenues” the
physicians receive from their exclusive arrangement with the hospital.248

In analyzing this issue, the OIG looked at whether:

1. either party received a disproportionate return on its investment, suggesting that
any  such  “unearned”  return  is  to  compensate  for  something—patient  referrals—other  than
investment capital;

2. control of the venture was vested in degrees other than by investment interest;
3. the “mere opportunity to invest” may constitute illegal remuneration “if offered in

exchange for past or future referrals.”249

Because  of  the  absence  of  any  “appreciable”  referrals,  the  OIG  concluded  that  “the  mere
opportunity to participate as an investor” does not constitute illegal remuneration.250

d. Implications for Counsel

i. In General

Although one may disagree with some of the assumptions and conclusions made in this and any
other advisory opinion, the method and steps of analysis

_________________

246Appreciable” is not a term that appears in the anti-kickback statute; indeed, the use of this term by the
OIG would seem to contradict the fiat language of language of 42 U.S.C. §1320a-7b(b), which would prohibit the
payment of money for even one referral. It appears that the OIG concluded that because an “appreciable” number of
referrals  cannot  be  controlled;  the  parties  were  not  planning  on  entering  into  the  joint  venture  as  a  covering
mechanism for the payment of referrals. OIG Advisory Op. No. 97-5, at 9. Certainly, in practical application of the



anti-kickback statute by investigators and prosecutors, a prosecution for payment of a kickback for a single referral,
where that referral is an insignificant portion of the overall business, would typically be unlikely.  However, the
referral of a single dialysis patient in exchange for money would likely be considered for prosecution, given the
potential lucrative billing stream that such a patient can represent.

2470IG Advisory Op. No. 97-5 (Oct. 15, 1997), at 8. 
248Id.

249Id. at 9. 

250Id.

followed are precisely those that any practitioner should follow in advising CLIENT regarding a
proposed joint venture.  If the proposed arrangement  falls  within a safe harbor,  that ends the
analysis: The situation is permitted, regardless of the “type” of remuneration paid (prohibited or
not). If a safe harbor does not apply,  then the practitioner must analyze CLIENT’s proposed
business  arrangement  to  determine  whether  payments  made  to  one  or  more  of  the  business
partners constitute illegal remuneration in violation of 42 U.S.C. § 1320a-7b(b). In most cases,
this  analysis  can  be  done  from the  bare  structural  facts  presented  in  the  proposed business
arrangement.  The  practitioner  must  assess  whether  payments  made  to  the  investors  would
represent not a return on equity or payment for services rendered, but rather compensation for the
ability to control a stream of referrals of Medicare-insured patients. It will be a given fact that
some business partners to a joint venture will have the ability to steer patients to particular health
care providers. If the payments or distributions made in the joint venture are for the purpose of
compensating for or encouraging those referrals, then that remuneration is prohibited.251 A joint
venture that  includes as classes of investors  only persons or entities  who control  streams of
patients and those who serve those patients will invite close regulatory scrutiny.

ii. After an Investigation Has Begun

Advising a client after an investigation has begun regarding an ongoing joint venture is of
course much more complex. It is likely, indeed probable, that there will be significant variation
among the business arrangement, the payments, and the purpose for any payments as described
in the structural documents establishing the joint venture and the arrangement as it has actually
been implemented. Although the structure of the transaction will be relevant, that will be only a
part of the landscape reviewed by the investigators. Their task will be to determine what in fact
happened  and  whether,  within  the  structure  of  an  apparently  legal  arrangement252 typically
created with advice of counsel regarding the importance of compliance with the prohibitions of
the anti- kickback statute, the parties in fact made payments to induce referrals or as a reward for
referrals made (even though such payments may have been called profit distributions). Changes
over time in referral, ordering, and billing patterns and investor distributions will all factor in this
analysis.253

2.  Advisory  Opinion  No.  98-12:  Joint  Venture  Between  Orthopedic  Surgeons  and
Anesthesiologists to Establish an Ambulatory Surgical Center



In a somewhat  unexpected twist,  in this opinion the OIG approved (as not subject to
sanction) a joint venture between orthopedic surgeons and anesthesiologists  in an ambulatory
surgical center. The approval in this opinion is based

______________________

251Note that the prohibited referrals need not actually occur for the conduct to violate the statute, if the
payments are intended to encourage or induce the referrals.  See United States v. Baystate Ambulance & Hosp.
Rental Serv., 874 F.2d 20, 34 (1st Cir. 1989) (“[t]he Government need not show that one accepting a payment for an
illegal purpose actually earned through on his promise”).

252Most arrangements as established will likely appear valid on their face.

253ee,  e.g.,  Hanlester  Network  v.  Shalala,  SI  F.3d  1390,  1399  (9th  Cir.  1995)  (one  joint  venturer's
“representations to limited partners constitutes offers of payment to induce referrals of program related business”).

upon a specific  combination  of factors,  many of which have singly and together  with other
factors been identified in the past by the OIG and in the case law as presenting classic risks of
overutilization. This opinion should be carefully reviewed by any prosecutor investigating a joint
venture for possible violation of the anti-kickback statute.

a. Structure of the Ambulatory Surgical Center

Three  orthopedic  surgeons  and  two  anesthesiologists  proposed  establishing  an
ambulatory surgical center (ASC). Each of the five physicians will make a substantial, but not
necessarily  equal,  capital  contribution  not  based  upon  expected  levels  of  referrals.  Each
physician also will  personally guarantee the lease for the space.  Each physician will  receive
voting rights and income distribution rights proportional to their investments. Distributions will
not be made proportional to referrals.254

b. Referrals to the Ambulatory Surgical Center

Each physician who invested in the ASC planned to utilize the ASC as his principal
location  for  all  ASC  referrals.  Although  other  physicians  who  are  not  investors  could  be
expected  to  make  referrals  to  the  ASC,  physician  referrers  who are  investors  will  be  given
scheduling priority. The five physicians anticipated that 80 percent of the total procedures to be
performed at the ASC would be referred by the five investors. At least 40 percent of the income
of each of the five physician-investors would come from procedures performed at the ASC. Of
the  total  business  to  be performed  at  the  ASC,  about  5  percent  would be  Medicare-insured
business.255

Finally,  as  required  by  state  law,  the  physician-investors  will  provide  each  of  their
patients with a written disclosure of their ownership in the ASC.256

c. Technical Violation but No Sanctions

On the one hand, the OIG concluded that this joint venture was the “antithesis of the
small  entity  investment  safe  harbor  business  structure.  All  of  the  investors  will  be  referral
sources  to  the  ASC  and  virtually  all  such  business  of  the  ASC  will  be  from  investor



referrals.”257 All of the evils of self-referrals are thus potentially presented: Physicians who can
steer their patients to ASC services258 will financially benefit from the referral of that business
to their own ASC.

_______________________________

254OIG Advisory Op. No. 98-12 (Sept. 23, 1998), at 2.

255Id. at 4.

256See Appendix D.

257OIG Advisory Op. No. 98-12 (Sept. 23, 1998), at 3.

258Although a patient could state to his or her surgeon that he or she preferred to have surgery at a different
ASC, that is unlikely. One can expect that the physician will make clear to the patient the advantage of using the
ASC in which he has scheduling priority and in which he is comfortable operating. A patient without significant
experience  in  choosing  or  selecting  an  ASC (and  this  will  be  nearly  all patients)  will  accordingly  follow the
physician’s advice and use the physician’s recommended ASC, even knowing of the physician’s ownership in the
ASC.

In stating  that  it  would  not  impose  sanctions  on the  arrangement,  the  OIG cited  the
following specific factors:

1. Only 5 percent of the ASC business would be Medicare-insured business, and thus any
negative  impact  from  the  joint  venture  on  the  Medicare  program  would  be  de
minimis.260

2. The  likelihood  of  unnecessary  services  is  not  really  enhanced  by  the  referral
potentials.261

3. HCFA,  now  CMS,  has  promoted  ASCs  as  cost-effective  alternatives  to  higher  cost
settings, such as hospital inpatient surgical facilities.262

4. Each  physician  will  make  a  substantial  investment  and  will  earn  money  only  in
relationship to the investment and not based upon referrals.

5. Written disclosure of the ownership interests would be made to all patients referred to the
facility.263

6. Most referrals to the facility would come from physician investors.264
Although this  last  factor  seems counterintuitive,  the OIG explained its  analysis  this  way.  A
physician who is in the position of judging medical necessity has little additional incentive to
order unnecessary surgical procedures merely because he or she can refer the surgery to an ASC
in which he or she is an investor. That he or she is an investor and a user in the facility reduces
that risk, according to the OIG, as opposed to physicians who are not investors.

For  example,  a  primary  care  physician,  who  performs  little  or  no  services  in  an
ambulatory surgical center in which he has an ownership interest, may refer to surgeons
utilizing the ambulatory surgical center, thereby receiving indirect remuneration for the
referral  through  the  ambulatory  surgical  center's  profit  distribution.  Similarly,  an



investment by orthopedic surgeons in an ambulatory surgical center that is not equipped
for  orthopedic  surgical  procedures,  or  that  is  exclusively  used  by  anesthesiologists
performing  pain  management  procedures  on  patients  referred  by  orthopedic  surgeons,
would be suspect,364

This analysis thus appears to express a preference by the OIG for joint ventures in which the
person who benefits potentially from the overutilization (1) already

_________________

260OIG Advisory Op. No. 98-12 (Sept. 23, 1998), at 4.

26lIn the opinion, the OIG states as follows:

There  are  obvious  and  legitimate  business  and  professional  reasons  for  surgeons  Lo  want  to  own an
ambulatory surgical center in which they will personally perform services on a routine basis. These reasons
include  personal  and  patient  convenience,  professional  autonomy,  accountability,  and  quality  control.
Moreover, any risk of overutilization of unnecessary surgery is already present by reason of the opportunity
for a surgeon to generate his professional fee; the additional financial return from the ambulatory surgical
center investment is not likely to increase the risk of overutilization substantially.

OIG Advisory Op. No. 98-12, at 4. This analysis reflects a fairly relaxed view of the potential evils that could flow
from physician self-referral.  Indeed,  the OIG attributes little extra incentive to overutilize or order unnecessary
surgery from the extra money the physician will likely make from the ASC fees.

262 Id.

263 Id.

264 Id.

265 Id.

has that incentive to some degree and (2) is a joint venture who will actively use the joint venture
facility.

d. Implications for Counsel

This analysis is both unclear and contradictory and demonstrates a surprising deemphasis
by the OIG of the potential for overutilization by physicians who are users of, investors in, and
referrers to a joint venture. The analysis also poses troubling issues for prosecutors and attorneys
handling False Claims Act cases. Indeed, the analysis confuses the concepts of false claims and
kickbacks and the motivations inherent in those different crimes. If CLIENT were to perform an
unnecessary surgery and submits a bill to Medicare for that surgery, he would commit a fraud.
That individual has already decided to commit an offense; he or she will likely be predisposed to
refer that unnecessary surgery to a surgical center in which he or she is an investor. That surgical
center will then aid and abet the unnecessary surgery; for that referral, the center will pay the
physician  a return on his or her  investment,  which includes  a  reward to the surgeon—some
portion of his or her profit distribution—for the referral of the unnecessary surgery. The surgeon
will  refer  the  unnecessary  surgery  to  the  surgical  center  in  which  he  or  she  is  an  investor



precisely because he or she will receive an extra benefit from that referral. Because the surgeon
is an investor and perhaps also an officer, the surgical center will not likely review his or her
referral patterns, or question the decision to conduct the referral.

Proving that a surgery is unnecessary can be more difficult than proving that a kickback
or reward was paid in connection with a referral. Because kickback relationships often go hand-
in-hand with false billings,  it  is  surprising that  the OIG would approve an arrangement  that
presents the potential for both abuses, noting merely that the additional risk presented by the self-
referral was minimal. Although the OIG does not so explicitly state, it is likely that the outcome
of this opinion would have differed dramatically if the ASC’s percentage of Medicare business
had been substantially higher than 5 percent.

3. Advisory Opinion No. 98-1: The Orthopedic Consignment and Loaner Program—The Effect
of Insufficient Facts

In this opinion, the OIG concluded that it was presented with insufficient facts and thus
could not render an opinion. This is noteworthy in that, given the presence of unresolved factual
questions, the OIG chose not to draw negative inferences to fill in the incomplete factual picture.
Rather, the OIG simply declined to provide an opinion.266

According to the facts presented:

1. Company A is a manufacturer of “orthopedic ‘soft goods’ products” sold directly to
orthopedic surgeons, who typically stock a sufficient supply so that they can readily handle the
needs of patients suffering from many different conditions. Company A does not bill Medicare
or

_______________________

266One year later, in litigation between the two parties to the arrangement, a federal district court, relying heavily on the
OIG advisory opinion, ruled that the agreement violated the antikickback statute and was invalid and unenforceable. Zimmer,
Inc. v. Nu Tech Med., Inc., 54 F. Supp. 2d 850, 863-64 (N.D. Ind. 1999).

any insurer; the physician-customers submit claims only after using or prescribing the use
of one of the products (e.g., splints, cervical collars, east shoes, walkers) to a patient.267

2.  Company  B  is  a  corporation  in  the  business  of  providing  market  consulting  and
medical billing for home medical equipment.268

These parties  sought review of an arrangement  between them in which the following
would occur. Company A would consign, but not sell, its products to Company B. Company B
would in turn consign the same products to physicians; title in the product would not transfer
until a physician sells the item to one of his or her patients. At that point, title would transfer
from Company A to the patient directly as if the patient had purchased the product not from the
physician or from Company B, but directly from Company A.269

Company B in turn would market and service Company A’s physician accounts. Once a
physician provides the item to a patient, Company B would then submit a bill to the patient’s
insurer. Company B would thereafter collect the money from the insurer and, after deducting its



fee  (between  2  percent  and  25  percent)  for  marketing  and  servicing  the  accounts,  pay  the
remaining money to Company A.270

In billing the insurers for each item, Company B would charge the price set forth in the
Medicare fee schedule. This amount will range from just a bit higher to as much as 13 times
higher than the amounts charged by Company A to its private customers prior to the adoption of
this  arrangement  with Company B, Also,  Company B would provide a certain  amount  (100
person- days) of consulting training to Company A’s employees, for which the contract specifies
a daily charge ($1,000), for a total payment of $100,000.271

Last, the proposed arrangement contains what can only be considered an arcane “loaner”
program, crafted to evade or avoid the practical operation of a regulation. Pursuant to 42 C.F.R.
§424.57(e), the durable medical equipment regional carrier can reimburse (with Medicare funds)
a supplier for a product sold to a patient only if the supplier provided the product directly to the
patient. This regulation prohibits the supplier from leaving the product with the physician for his
or her later “sale” to the patient. In a deliberate effort to circumvent this regulation, the proposed
arrangement establishes two different products “delivery modes,” depending on “patient type."
For the patient who did not need the product immediately, the following would occur:

1. The physician would order the specific Company A products from Company B.

2. Company B would arrange for Company A to ship the product directly to the
patient.

________________________________

267 OIG Advisory Op. No. 98-1 (Mar. 19, 1998), at 1-2. 

268 Id. at 1. 

269 ld. at 2. 

270 Id.

271 Id. at 3.

3. Company B would notify the patient that the product was coming.

4. The product shipped from Company A to the patient, which was never in fact in
Company B's possession, would be “treated” as a consignment of product from Company A to
Company B.272

For the patient who needed the product immediately,  under the proposed loaner program the
following would take place:

1. The physician would “loan” the product (most of which are single-use products)
to the patient.



2. Company B would arrange for Company A to ship a replacement product to the
patient.

3. After arrival of the replacement, the patient would be “asked” to return the loaned
product;  because “the loaned product would typically not be reusable,”  the patient  would be
asked to return the new product to the physician and continue to use the “loaner” product as,
now, the sold product.

4. Patients who failed to return the new product would be thereafter, and apparently
only thereafter, charged rent for the loaner product originally provided to them by the physician.

5. Company C, an affiliate of Company B, would process the paperwork necessary
for the loaner program.273

Other than the reasonable inferences that can be drawn, little to nothing is stated in the
opinion about the relative motives of the parties in entering into each aspect of this complicated,
and at times convoluted, arrangement.

The OIG declined to provide an advisory opinion, concluding that “we lack sufficient
information to render an opinion.”274 In general, the OIG noted that it:

[had]  long  been  concerned  about  potentially  abusive  marketing  arrangements
involving  health  care  goods  and  services  [and  that  since  adopting  the  1991  safe
harbors, the OIG had] continued to learn of abusive relationships involving marketing
activities  that  adversely  affect  the  Federal  health  care  programs  and  their
beneficiaries.275

The OIG first looked at whether a safe harbor sheltered the proposed arrangement; because the
compensation paid by Company B to Company C was to vary according to the total product sold,
the compensation was not fixed in advance, as required by 42 C.F.R. § 1001.952(d), and thus the
safe harbor did not apply.276 The OIG then reviewed each aspect of the arrangement, both to see
if it could determine motive (why the parties structured this proposed deal in this complex and
unusual manner), and the arrangement’s potential for billing abuses

________________
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a. Problems with the Percentage Compensation



The OIG concluded that the payment mechanism presented several potential problems.
First, the OIG observed that because the prices that Company B would charge for Company A’s
products  were  the  Medicare  fee schedule  amounts,  and not  the prices  that  Company A had
previously charged, and that because the former amounts were in most cases significantly higher,
“both  Company  A  and  Company  B  stand  to  profit  substantially”  from  the  proposed
arrangement.277 This financial incentive “increase[s| the risk of abusive marketing and billing
practices.”278 Second, because of the direct marketing and servicing activities by Company B
for  the  physician  accounts  of  Company  A.  the  arrangement  provides  Company  B  with
"opportunities  to  unduly  influence  referral  sources  and  patients.”2™  Last,  the  OIG  was
particularly concerned that the oilhotic products would no longer be purchased by physicians
from the manufacturer, and that physicians who order and dispense the product would no longer
have  any  financial  incentive  to  be  concerned  regarding  the  cost  of  the  product.  “The
Arrangement is particularly susceptible to abusive practices because the ortholic products . . . are
paid for  by third-party payers  and patients  .  .  .  instead  of  by the physicians  who order  and
dispense them.”280

Notwithstanding these perceived problems, and in part because of the OIG’s conclusion
that these problems were present in the arrangement because of gaps in the factual record (rather
than reasonable inferences drawn from the factual record), the OIG opined that the arrangement
posed  “an  unacceptable  risk  of  fraud  and  abuse  so  as  to  preclude  a  favorable  advisory
opinion.”281

b. Problems with the Training Services Clause

The  OIG declined  to  opine  whether  the  $100,000  payment  for  100  person-  days  of
training violated the anti-kickback statute because it lacked sufficient information to conclude
whether the payment “represented] fair market value for the training services.”282 The OIG did
note that, inasmuch as the proposed arrangement called for Company B employees to conduct
the marketing and distribution of Company A’s products, the "need for training of Company A’s
employees  by Company B is  unclear.”283 "It  is  possible  that  the training  fees may represent
disguised  compensation  for  Company  B\  activities  that  generate  business,  including  Federal
program business.”284

c. Problems with the Loaner Program

As a part of its inquiry, Company A sought an opinion whether the loaner program, and
billing under that program, would run afoul of the “civil monetary
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penalty provisions  involving Federal  Program claims  filing  and reimbursement.”285 The  OIG
declined to answer that question because (1) no claims had yet been filed and (2) the request did
not specify how Company B planned to code and charge its claims. The OIG also observed that
“certain aspects” of the loaner program raised “substantial questions with respect to claims filing
and coding” and that these questions “further support our view the Arrangement may pose more
than a minimal risk of fraud or abuse.”286

d. Implications for Counsel

This advisory opinion and the request that precipitated it illustrate a number of practical matters.
First, in the absence of a good factual record, the OIG did not fill in necessary facts by inference.
Second, the opinion demonstrates that the OIG’s analysis focused on:

1. The  “why’s”  of  the  proposed  arrangement—why  the  parties  are  structuring  their
proposed arrangement in this fashion.

2. The financial impact on the Medicare program of the proposed arrangement: the potential
for  billing  abuse  created  in  the  relationship  proposed—if  the  parties  want  to  bill
abusively, does the arrangement encourage such conduct, and if so, did the parties build
into the arrangement safeguards to prevent such abusive conduct?

The practitioner advising CLIENT on a proposed arrangement should review carefully with him
the potential  billing problems that the arrangement, if abused, would foster. Although such a
discussion  may seem awkward with the  client  (“If  you  wanted  to  abuse this  relationship  to
generate  more  money  for  everyone  from a  federal  health  care  program,  how could  you  do
that?”), Advisory Opinion No. 98-1 makes clear that this is one of the yardsticks by which the
OIG will measure the proposed arrangement. Prosecutors use the same yardstick.

Last, certain aspects of the proposed arrangement can only be characterized as evincing
an intent to “game” the Medicare reimbursement system by carefully crafting business behavior
—behavior  that  would  not  otherwise  occur—for  the  sole  purpose  of  skirting  a  regulation
designed to stop the precise behavior presented. This advisory opinion takes a firm stance against
such  conduct,  and  the  practice,  if  egregious  enough,  may  well  result  in  criminal  and  civil
investigations of the provider.287 The loaner program described above creates a series of arcane
fictions concerning the consignment, use, and return of products, fictions necessary only if one is
trying to evade the language of an applicable regulation.

4. Advisory Opinion No. 98-2: Discount Pharmaceutical Arrangement

In  this  opinion,  a  pharmaceutical  company  sought  review  of  discount  pricing
arrangements between a manufacturer and a wholesaler in the sale of
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287See, e.g., United States v. Barker Steel, 985 F.2d 1123 (1st Cir. 1993).

self-administered,  outpatient,  multisource288 generic  drugs.289  According  to  the  opinion,  the
requestor is a manufacturer that sells its products to drug wholesalers, who in turn resell the
drugs  to  hospitals,  retail  pharmacies,  and  other  health  care  providers.  The  proposed
“arrangement” concerns a discount pricing plan. Briefly:

1. if a wholesaler agrees in a written contract with the manufacturer

2. to make certain of the manufacturer’s drugs its “preferred generic” for a product
line of the wholesaler,

3. then the wholesaler will get a fixed price discount

4. that  is  set  in  advance  and  is  based  upon  all  sales,  net  of  returns,  invoice
adjustments, and charge backs in a single year.290

In addition, the written contract will require the wholesaler to engage in promotional activities
for the preferred generic.291 The manufacturer represented that it  would include all rebates in
calculating the “average manufacturing price” or “best price” under the Medicaid drug rebate
program;292 that  it  would  fully  and  accurately  report  all  rebates  on  invoices  and  inform its
customers that they may have similar reporting obligations in their  resale of the drug;293 and
represented that this rebate program was a “stand alone” program (it did not operate with or
depend on any other rebate or discount programs).294

The OIG reviewed the applicable statutory and regulatory law, including the safe harbor
for  discounts,  and  concluded  that  the  proposed  discount  arrangement  “does  not  constitute
prohibited remuneration for purposes of the antikickback statute.”295 Although the plain language
of the anti-kickback statute applied to the discount arrangement,296 the OIG observed that the
discount

___________________

288Multisource” generic drugs are generic drugs that are sold by a number of different manufacturers.

289As reflected in the opinion, the cost of such drugs is generally not covered by non-! I MO Medicare, but
is covered for Medicaid patients and some other federal health care programs. Some Medicare IIMOs also include
the cost of such drugs in their plan benefits (and thus for such plans, the cost of the drugs is paid for through the
beneficiaries' Medicare payment to the plan). Given these latter categories, jurisdiction for 42 IJ.S.C. $ 1320a-7b(b)
exists for the facts presented. OIG Advisory Op. No. 98-2 (Apr. 8, 1998). at 2. n. I.

290Id. at 3.

29lId This element of the discounting program, from an institutional point of view, is perhaps the most
problematic. As the OIG slated at page 8, “this Office has expressed concern about compensation for marketing



activities based on a percentage of product sold: such arrangements can, in some circumstances encourage over-
utilization or the inappropriate steering of Federal health care program business.”

292See 42 U.S.C. §1396r-8.

293See 42 C.F.R. § 1001.932(h) described (in Chapter 6, Section IV.A.).

294 OIG Advisory Op. No. 98-2 (Apr. 8, 1998), at 4. One can infer from this representation that other than
the discounts described in the advisory opinion request to OIG, there were no other hidden discounts or rebates not
disclosed.  Moreover,  in rendering its  favorable  opinion, the OIG cautioned that  the arrangement  “may become
illegal when considered in the context of other related conduct or arrangements.” Id. at 9.

295Id. at 7.

296‘Here, the wholesalers will be offered remuneration in the form of a price reduction to induce them to
purchase Contracted Products and to induce them to recommend or arrange for their customers to purchase such
products from wholesalers.” Id. The potential transgressions

safe  harbor297  did  not  protect  the  proposed  arrangement  because  the  “buyer”—  the  drug
wholesalers—did  not  submit  claims  to  the  Medicare  program  or  to  any  state  health  care
programs.298 Notwithstanding the absence of safe-harbor protection, the OIG concluded that the
discount payments coupled with the required promotional activities did not constitute “prohibited
remuneration”  because the proposed arrangement  furthered a  legislative  intent  “to encourage
price competition that benefits the Medicare and Medicaid programs” without “otherwise posing
a risk of program abuse.”299 The OIG also noted that, notwithstanding the requirement that the
wholesaler who receives the discount perform “certain limited activities that directly support the
resale” of the drugs, “there is very little reason for disparate treatment between the Proposed
Arrangement and a straightforward price reduction.”300

a. Implications for Counsel

Core to the analysis  of this  advisory opinion is the OIG’s conclusion that because of
failure of strict compliance, the discount safe harbor was not available to shelter the proposed
arrangement. It can be expected that the OIG will continue to adhere to this policy of strict,
literal compliance with each of the requirements of a safe harbor, and will not adopt or urge the
U.S. Attorneys to apply a “substantial compliance” policy. Practitioners for CLIENT accordingly
should caution him, where an existing or proposed arrangement does fall within the reach of the
antikickback statute and does not meet all of the requirements of an existing safe harbor, against
executing such agreements. To simply conclude on one’s own that a practice substantially fits
and  is  thus  protected  could  expose  CLIENT to  an  expensive  and  lengthy  investigation  and
possible criminal and civil sanctions. It can be expected that in ordinary business practice, future
behavior  will  increasingly  deviate  from the  facts  as  originally  presented  by  CLIENT;  those
deviations will probably also occur in a manner not carefully controlled or even envisioned by
management. At some point, such variances may drive the arrangement well clear of the safe
harbor. The process of thoroughly and accurately describing a proposed or existing arrangement
will strongly counsel any business to manage implementation carefully to guard against adverse
behavior drift.



______________

are thus two-fold: (1) the payment of the discount and (2) the requirement that the wholesaler promote and thus
recommend the manufacturer’s drug as a part of the discount payment.

297Set forth at 42 C.F.R. § 1001.952(h). See Chapter 6, Section IV.A.

298“Strict compliance with all components of a safe harbor is necessary in order for a transaction to be
protected by the safe harbor.” OIG Advisory Op. No. 98-2 (Apr. 8, 1998), at 7. There is no statutory support for this
conclusion;  put  differently,  there  is  no  language,  either  in  §  1320a-7b(b),  §  1395mm,  or  in  the  safe  harbor
regulations themselves, 42 C.F.R. §1001.952, that provides that strict literal compliance with all the terms of the safe
harbor must  be met before  the provider  may sail  into the sheltered alcove.  And,  there has  yet  to  be litigation
involving a situation where a provider has substantially complied with all of the requirements of a sale harbor, and
the intent of the challenged conduct is consistent with the salutary purposes of the anti-kickback statute. Compare
United States v. Baystate Ambulance & Hosp. Rental Serv., 874 F.2d20,21 (1stCir. 1989) (defendants raised the
personal  services  agreement  safe  harbor  defense  but  had  not  complied  with  all  of  the  safe  harbor  provisions,
substantially or otherwise).

299OIG Advisory Op. No. 98-2 (Apr. 8, 1998), at 8. 

300Id. at 9.

5.  Advisory  Opinion  No.  98-4:  Management  and  Marketing  Services  for  Physician-Owned
Clinic

In  this  advisory  opinion,  (he  OIG  assessed  a  proposed  arrangement  that  posed  the
potential  for  hilling  fraud  and  abuse  in  part  by  the  presence  or  absence  of  “controls”  or
“safeguards against overutilization.”301

In this request, a physician inquired about the following proposed arrangement with a
management company:

1. The management company would find a clinic for the physician’s practice, which
itself was set up as a corporation potentially including a number of physicians and clinics.

2. The management  company would additionally provide the initial  capitalization
for the office, furniture, and operating expenses and arrange for all operating services of
the clinic (including accounting, billing, purchasing, and direct marketing).

3. The  management  company  would  provide  all  management  and  marketing
services,  including  negotiating  contracts  with  various  health  care  payers  (including
managed care plans and federal health care programs) for the physician.

4. The management company, as a regular part of its business, would set up provider
networks; if the physician’s company were included in these networks, it would have to
agree to refer its patients to other providers in the networks.302

In  return,  the  physician’s  company  would  pay  the  management  company  as  follows:  (1)  a
percentage of the initial capital investment for each asset purchased for a period of six years; (2)



payment  equal  to  fair  market  value  of  the  services  provided;  and  (3)  a  percentage  of  the
physician’s practice’s net monthly revenues.303

The  OIG concluded  that  this  arrangement  would  potentially  violate  the  antikickback
statute because of the financial incentives to increase patient referrals presented by the provider
network element of the arrangement. Although this part of the analysis is less than clear, the
OIG’s concern is best expressed as follows: By requiring the physician to participate in a referral
network and to make referrals within that network, the management company would be paid a
percentage  not  only  for  “managing”  the  referred  patient  while  receiving  care  within  the
physician’s practice, but also when the physician refers the patient to another physician within
the  referral  network.304 Thus,  the  management  company  could  potentially  stand  to  benefit
financially from the referral. This financial benefit could create an incentive for more referrals,
thus presenting a “risk of potential over utilization” of health care.305 The OIG

___________________

301OIG Advisory Op. No. 98-4 (Apr. 14, 1998), at 6.

302ld. al 1-2. 

303ld. at 2.

304Id. at 5.

305 Id at 6

observed that this potential for increased referrals was not coupled with any controls to prevent
overutilization. Last, because the management company was going to do the physician’s billing
and be paid a percentage  of the revenue received,  it  would have an “incentive  to maximize
Company A’s revenue.”306

Although the OIG noted in a couple of instances in its opinion the paucity of facts on
some  points,  it  concluded  that  based  “on  the  facts  we  have  been  presented,  the  Proposed
Arrangement appears to contain no limitations, requirements or controls that would minimize
any fraud or abuse” and that because it could not be “confident that there is no more than a
minimal risk of fraud or abuse,” the OIG found the arrangement to be in potential violation of the
antikickback statute.307

a. Implications for Counsel

One of the shortcomings of the advisory opinion request was that  only the physician
sought the opinion. That physician did not have and could not provide information relevant to the
remainder of the management company’s relationships, in particular with respect to its provider
networks. In the absence of this information, the OIG conducted a worst-case scenario analysis,
and  essentially  assumed  (or  worried)  that  those  relationships  would  increase  incentives  for
referrals within the networks.308 This assumption might not actually be true. In practice, counsel
advising CLIENT on a proposed arrangement should evaluate the referral relationships between
all parties.



A  second  problem  with  the  facts  presented  here  was  the  absence  of  controls  on  a
proposed percentage payment arrangement. There may well be strong considerations for paying
a management company on a percentage basis like that presented here: The more patient traffic
in a practice, the more work for a management company, and often the fairest way to compensate
for the level of work is as a percentage of that patient traffic. Such an arrangement, however,
does create incentives to upcode some procedures and unbundle others to increase the billing
revenues.  Controls  can  be  built  in  to  prevent  such  conduct  and,  when  advising  parties  on
percentage compensation arrangements,  counsel should emphasize the importance of crafting
such controls.

6. Advisory Opinion No. 99-2: Discounted Ambulance Services When Bundled with Services
Paid for by Medicare

Advisory  Opinion  No.  99-2  presents  a  situation  that  can  frequently  recur  and  pose
significant  billing  abuse  issues.  It  is  increasingly  common  for  a  provider  to  have  “mixed”
payment  patients.  For  example,  a  provider  may  have  both  patients  for  whom the  provider
receives a flat monthly fee, and patients for whom the provider receives payment on a fee-for-
service basis. In addition, the provider may need to refer both types of patients to suppliers for
additional services. In some instances, the provider must pay for those additional services
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308But see OIG Advisory Op. No. 98-1 (Mar.  19, 1998), discussed supra Section III.D.3.,  in which the
Inspector General declined to render an opinion where the application failed to present sufficient facts.

from the flat monthly fee, it  receives; in other instances, the patient’s  payer may pay for the
supplemental services on a fee-for-service basis.

In this latter situation, a potential for abuse of the Medicare program exists: 'the supplier
may offer the provider an especially deep discount on the services that the provider must pay for
from the fixed monthly payment it receives from the patient’s insurer in order to gain access to
the provider’s fee- for-service patients. In short, the supplier may offer the deep discount as an
inducement to gain exclusive access to the fee-for-service patients.

In Advisory Opinion No. 99-2, a skilled nursing facility (SNF) serviced primarily two
types of patients: (I) those needing regular ambulance services, the cost of which was included in
Medicare’s fixed monthly payment to the SNF; and (2) those needing ambulance care that would
be reimbursed by Medicare on a reasonable charge basis to the ambulance provider. The former
group of patients have foreseeable, almost routine ambulance needs (“routine ambulance care”),
the cost of which Medicare had already paid the SNF in the fixed monthly payment. Providing
this care to the patients would cost the SNF money: The cheaper it could provide this care, the
more profit it could earn from the fixed monthly payment the SNF received from Medicare. In
contrast,  the latter  group of patients  have nonroutine or extra  ambulance  needs (“nonroutine
ambulance care”) not covered by any payment already made to the SNF by Medicare. Providing



this ambulance care would cost the SNF nothing: As these patients needed ambulance care, their
insurer, including Medicare, paid for that care on a reasonable charge basis per trip.309

The SNF sought approval for the following arrangement. In exchange for referring all its
routine  and nonroutine  ambulance  business  to  a  single  ambulance  provider,  the  SNF would
receive a 50 percent discount from reasonable charges for the cost of routine ambulance services.
Thus, assuming the cost of an ambulance trip was $100, for the routine trip,  the ambulance
company would charge the SNF $50 (rather than its customary charge of $100). For that same
trip provided to a patient as a nonroutine trip, the patient’s insurer, including Medicare Part B,
would pay or he charged $100 (and not the special $50 rate).310 

The OIG found this arrangement to be potentially abusive of the Medicare program and
in direct violation of the anti-kickback statute. The OIG first concluded that the arrangement did
not fall within the statutory safe harbor exception for discounts. The statutory safe harbor, the
OIG  observed,  was  intended  to  protect  discounts  that  benefited  the  Medicare  program:
“discounts to be reported to the programs with costs and charges reduced appropriately to reflect
the discounts.”311 The discount offered here would not benefit the program; to the contrary:

[S]uch price reductions create a risk that a supplier may be offering remuneration in the
form of discounts on business for which the purchaser pays the supplier, in exchange for the
opportunity  to  service  and  bill  for  higher  paying  Federal  health  care  program  business
reimbursed directly by the program to the supplier.312

______________________
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The OIG noted two significant  potential  problems with such discount arrangements:  (1) that
Medicare and Medicaid may in effect subsidize the payer’s other discounted business, and (2)
that the supplier would have an incentive to inappropriately increase utilization or engage in
abusive billing practices to recoup losses on the discounted business.313

In concluding that the specific proposed arrangement “may involve illegal remuneration,”
the OIG reviewed a number of factors pertinent to the question of whether such discounting
between SNFs (and other providers receiving prospective payment system (PPS) or other fixed
monthly payments from Medicare) and suppliers may constitute illegal remuneration:

1. The SNF, while needing to purchase routine services out of its own funds, is in a
position to direct a significant amount of nonroutine services to a supplier.

2. Both  the  SNF and the  supplier  have  a  substantial  financial  incentive  to  trade
discounts on routine services for referrals of nonroutine services.



3. The discount given by the supplier to the SNF for the routine services may be
below its cost in providing such services.

4. The discount given by the supplier to the SNF is greater than that provided to
another SNF who cannot refer as much third party nonroutine business.314

The OIG also considered  whether  the  proposed arrangement  ran  afoul  of  the  prohibition  in
§1128(b)(6)(A)  of  the  Social  Security  Act,  allowing  for  exclusion  of  a  provider  that  was
submitting bills for payment in amounts substantially in excess of the entity’s usual charges or
costs. The OIG noted that the ambulance company intended to charge Medicare 50 percent more
than the  SNF, yet  its  claimed  extra  cost  of  providing the Part  B nonroutine  services  to  the
Medicare program were only 11 percent higher.315

a. Implications for Counsel

Counsel  advising  CLIENT  on  the  propriety  of  a  discount  arrangement  tied,  either
implicitly or explicitly, to the referral of Medicare business should carefully review with him the
potentially abusive referral and billing incentives created by such an arrangement. The position
taken by the OIG in this opinion— that a discount provided on one product not paid for by
Medicare in order to gain business that is billable separately to Medicare at prices not reflecting
the discount does not fall within the discount safe harbor—has not yet been ruled upon by the
federal  courts.  The  position  is,  however,  consistent  with  the  purposes  inherent  in  each  safe
harbor: that business practices that do not harm the Medicare program or that pass along to the
program cost reductions fall within the safe harbors, and practices which do not do these things
do not. The OIG is correct in concluding that such arrangements create incentives to bill the
Medicare program abusively; providers and their attorneys can expect increasing prosecutorial
scrutiny of such arrangements.

_____________________
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Prosecutors investigating such arrangements should consider the following:

1. Is  the  discounted  product  one  for  which  the  provider  must  bear  the  expense
against its bottom line?

2. Is the discounted price below the supplier’s cost? If so, are products sold to the
Medicare program (or another government health care program) making up the shortfall?

3. In calculating or determining the level of the discount, is the supplier taking into
account, or anticipating, the profit to be made on the bundled item?



4. Who pays for the bundled item? Does the provider bear that expense or is the
expense  of  the  bundled  item  borne  by  an  entity  not  involved  in  the  discounting
arrangement and not benefitting from that arrangement?

5. Is the discounting made available to all customers without regard to the ability to
refer  the  bundled  product?  Or  does  the  supplier  pick  and  choose,  offering  greater
discounts to providers who can refer more business that is paid for by third parties?

6. If the third party bundled business is taken away, can the supplier maintain or
sustain the pricing discount?

7. Does Medicare/Medicaid benefit in some fashion from the discounted price, even
if indirectly?

As  the  level  of  mixed  business  that  a  provider  has  increases  and  as  Medicare  and
Medicaid  build  into their  pricing  systems incentives  for  providers  to  operate  efficiently,  the
pressure on a provider to attempt to cover costs through discounted bundling will increase. One
also can expect to see an increase in investigations regarding such conduct.

7. Advisory Opinion No. 99-3: Bundled Pricing in the Sale of Therapeutic- Mattresses to Skilled
Nursing Facilities

In this opinion, the OIG reviewed whether a pricing program involving the bundling of a
powered  mattress  with  a  nonpowered  mattress,  and  thereafter  sold  to  SNFs  in  part  through
independent  sales representatives,  violates  the anti-kickback statute.  The powered mattress is
used  as  a  part  of  an  aggressive  wound treatment  program for  pressure  ulcers.  Nonpowered
mattresses are necessary to complete the course of treatment; their use typically follows the use
of the powered mattress. Bundling the two items together thus ties several months of treatment
together. Nonpowered mattresses are cheaper than powered mattresses, and if used as a part of
the “routine step-down treatment,” save costs and minimize the financial risk for a SNF under
Medicare’s PPS.316

Such items can be reimbursed by Medicare under either Part A or Part B. If reimbursed
under Part A, Medicare pays for the mattresses as part of the fixed payment for treatment of the
patient (generally through a diagnosis-related group (DRG)). In contrast, if reimbursed through
Part B, Medicare pays for the mattresses on a fee-for-service basis. The manufacturer seeking the
advisory opinion represented that it would sell both items through the bundling program

__________________
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to only SNFs covered by Medicare Part A.317 The company specifically represented that it would
not market these items bundled together to potential SNF customers who would or could seek
reimbursement  from Medicare  under  Part  B.318 The  company  also  represented  that  it  would
accurately reflect on all invoices all discounts accruing through the bundling program.319



a. Pricing Bundling

The fact that the program would be marketed to only SNFs billing Medicare Part A was critical
to the OIG’s analysis. The OIG’s analysis focused on the bundling and whether (1) more bundled
goods would be bought because of the bundling,  or (2) the bundled goods, because of their
pricing,  would  be  “swapped”  for  an  SNF’s  Medicare  Part  B  business.320 As  to  the  former
category, the OIG saw no potential for billing abuse. “Because the SNFs receive a fixed per diem
payment . . . regardless of the costs of the services provided to the patient, the SNFs have an
incentive to be prudent purchasers, i.e., to seek the lowest price for mattresses and not to pay for
any  mattresses  unless  absolutely  necessary.”321  With  respect  to  the  latter  category,  because
“Company A does not market or provide any items or services that are reimbursable under Part B
to potential  SNF customers,” the OIG concluded that “Company A has no incentive to offer
SNFs a discounted price for mattresses to induce orders for Part B covered items or services.”322

b. Independent Sales Representatives

The OIG took a hard and rather critical look at the manufacturer’s proposal to sell its bundled
mattresses  to  some  SNFs  through  independent  durable  medical  equipment  (DME)  sales
representatives. Compensation for such representatives “potentially implicates the anti-kickback
statute,  irrespective of the methodology used to compensate  the agent.”323 The OIG noted in
particular that suspect characteristics of such relationships include the following:

1. compensation based upon a percentage of sales;

2. direct billing to a federal health care program by the seller for the item sold by the
sales agent;

3. direct  contact  between the sales representative and physicians  in a  position to
order the items;

4. use of sales representatives who are health care professionals and may thus be in a
position to “exert undue influence on purchasers or patients”; and

_____________________________
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5. marketing items or services that are separately reimbursable (e.g., paid for on a fee-for-
service basis) by a federal health care program.324

Notwithstanding these concerns,  the OIG approved the instant  arrangement.  The OIG
first looked at the incentives in the relationship with the sales representative and how that might
promote improper sales of the mattresses. Because the mattresses would be marketed to only
SNFs  getting  reimbursed  by  Medicare  under  Part  A,  the  OIG  concluded  that  “the  risk  of
overutilizaiion and excessive program costs will largely Ire offset by the inability of the SNFs to
assess on the costs of the items purchased to the Federal health care programs.”325

The OIG next looked at whether the sales representative may have an incentive to push
the bundled mattresses along with other fee-for-services products sold by the representative and
not necessarily made by the mattresses’ manufacturer. The incentive to overutilize may rest here
with the sales representative (and the SNF) and not at all with the manufacturer (although the
manufacturer also might benefit). Here, the OIG’s analysis is somewhat cursory:

Because the price for the therapeutic mattress package is fixed and collected by Company
A. there is no financial benefit to be gained by the DME sales agents from “swapping”
the Part A mattress arrangement for other Part B business or Part B business for the Part
A mattress business.326

In fact, if the bundled mattresses represent a significant pricing advantage to the SNF, the sales
representative, paid on a commission basis, might condition sales of the mattress package upon
the  SNF’s  purchase  of  other.  Part  B  supplies  in  certain  quantities.  Although  purchases  of
unnecessary mattresses might not result from this practice, purchases of other unnecessary Part B
supplies might occur. Swapping by the sales representative, a factor not addressed by the (TIG in
its analysis, could well lead to abusive billing.

c. Implications for Counsel

The OIG concluded that the conduct “might constitute prohibited remuneration” if the
“requisite intent to induce referrals of Federal health care program business were present,” but
the OIG would not seek to impose any sanctions on the program as described.327

This  opinion  demonstrates  quite  clearly  a  significant  aspect  of  the  advisory  opinion
process—that is, that the process allows approval of arrangements that violate the statute but do
not cause any real harm. The anti-kickback statute does not contain a harm or cost element. In a
prosecution, the government does not have to prove any harm resulting from the conduct. If the
statutory elements are satisfied, then a party may be convicted in the absence of any evidence of
financial harm to a federal health care program.338

______________________
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327Id. at 6.

328See, e.g.,  United States v. Vaghela,  169 F.3d 729, 736 (11th Cir. 1999) (kickback conviction upheld
notwithstanding that “the evidence in this case does not come close

The arrangement  presented  here,  insofar  as  the  OIG analyzed  it,  was  one  without  harm.  In
practice,  however,  the  bundled  mattress  program  offered  through  an  independent  sales
representative  creates  significant  potential  for harm. Counsel  reviewing such an arrangement
should carefully analyze the actual selling practices of the independent sales representatives:

1. Are fee-for-service goods always sold with the bundled item?

2. Does the volume of fee-for-service goods vary with the value of bundled item
purchased?

3. Does  a  provider  that  runs  an  SNF  and  a  hospital  purchase  from  the  sales
representative bundled items for the SNF, in order to benefit from that pricing, and fee-
for-service items for the hospital as a quid pro quo to the sales representative?

The relationship approved here by the OIG is one prone to abuse in practice, given its financial
incentives.

8.  Advisory  Opinion  No.  98-10:  Incentive  Payments  to  Independent  Manufacturer’s
Representative

In terms of practicalities, there is very little difference between a sales representative who
is an employee and a sales representative employed as an independent contractor. Both have an
incentive to increase sales: Both make more money if they sell more products. The statutory safe
harbor protects incentive payments in a bona fide employer-employee relationship from leading
to prosecution. An employer should be allowed to make incentive payments to encourage such
employees to work harder and sell more products. Because the conduct of the employees can
bind the employer, the employer can be expected to police its employees’ compliance with the
law.

For sales representatives employed as independent contractors, the safe harbor provides
no  protection.  Such  persons,  not  employees,  work  largely  unsupervised.  Is  it  illegal  for  a
manufacturer  with  no  sales  staff  infrastructure  to  employ  independent  contractors  as  sales
representatives and encourage them with extra compensation for greater sales?

In this advisory opinion, the OIG, although concluding that the proposed arrangement
violated the anti-kickback statute, stated that it would not seek to impose any sanctions.329 The
arrangement  was  set  up  as  follows:  A  medical  device  manufacturer  entered  into  a  written
contract with an independent sales representative in the business of negotiating “national hospital
agreements.”330 Pursuant to the contract:

1.  The  sales  representative  would  submit  bids  and  negotiate  contracts  with  potential
purchasers—either multihospital health care systems or group purchasing organizations
—on behalf of the company.



_______________________

ing an  inference  that  medically  unnecessary  services  were  performed  by Extendicare  as  a  consequence  of  the
kickback scheme”).

329OIG Advisory Op. No. 98-10 (Sept. 8, 1998), at 1.

330Id.

2. The company would pay the representative a monthly commission based upon a
percentage of the invoiced sales amounts.131

On its face, this arrangement violates the anti-kickback statute, and the OIG so concluded.332
Indeed, the OIG has “longstanding concerns” about  such arrangements,  because independent
sales  representatives  are  subject  to  substantially  fewer  controls  than  are  employee  sales
representatives."3 Because this arrangement did not and by its nature could not exactly specify
the  services  and  compensation  for  the  agent,  it  did  not  qualify  for  regulatory  safe  harbor
protection.334

Nonetheless, the OIG found the arrangement not objectionable and not one that it would
subject to sanctions, based upon the following specific structural factors:

1. The seller did not directly bill any insurer/payer for the items sold.

2. The independent contractor did not directly deal with any physicians— the party
in the system with the power to prescribe and thus determine the medical necessity of
some of the items sold by the manufacturer.

3. The purchasers of the products were “sophisticated” purchasers who did not have
the power to order specific products for specific patients.

4. The  products,  disposable  medical  supplies,  are  not  “as  a  general  matter”
separately  billable  to  federal  health  care  programs,  and  the  cost  of  such  items  are
generally paid for through DRGs.

5. Because the items are paid for generally through DRGs, there is (a) little incentive
to overutilize and thus buy too much of such products and (b) incentive on the purchaser
to reduce prices and volume to the level necessary for the care provided.335

In indicating that it would not seek to impose sanctions, the OIG specifically conditioned its
approval  on  the  certified  absence  of  any  agreements  between  the  independent  sales
representative and the purchasers.336

a. Implications for Counsel

Prosecutors  investigating  such  relationships,  and  counsel  advising  CLIENT  on  such
arrangements and their legality, should consider the financial incentive created and the potential
cost impact of those incentives on federal health care programs. This opinion does not generally
bless such arrangements  with independent  contractors.  Rather,  the opinion protects  one such



arrangement from sanctions where the arrangement entered into could have no direct financial
impact on federal health care programs. The lack of impact stemmed from: (1)

__________________
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the  fact  that  the  independent  contractor  did  not  deal  with,  and  thus  could  not  influence,
physicians (those who could prescribe such services) and (2) the items sold were not paid for by
federal  programs  on  a  fee-for-service  basis.  The  absence  of  either  of  these  factors  would
dramatically change the analysis and the OIG’s probable conclusion. Arrangements where the
independent  contractor  directly  sells  to  a  physician  (e.g.,  sales  representatives  employed  as
independent contractors by pharmaceutical companies who call directly on physicians) or where
the  product  is  reimbursed  on a  charge  or  cost  basis  (and not  included within  a  fixed  DRG
payment) are immediately susceptible to abusive billings.

9. Advisory Opinion No. 98-18: Equipment Lease and Patient Referrals Between Optometrist
and Ophthalmologist

May an ophthalmologist  (Dr.  Gist)  sublease certain equipment  to an optometrist  (Dr.
Trist), which (1) Dr. Trist will then use in consultations with Dr. Gist and, (2) if it is determined
after consultation that the patient needs care from an ophthalmologist, Dr. Trist may, but is not
required to, refer those patients to Dr. Gist?

On  the  surface,  this  arrangement  appears  to  be  the  classic  situation  in  which  an
opportunity to lease equipment is exchanged for a referral stream of patients, conduct classically
prohibited by the anti-kickback statute. In fact, the OIG approved the lease arrangement and,
based upon certain specific representations, also the telemedicine referrals. This opinion presents
an  example  of  otherwise  potentially  prohibited  conduct  gaining  shelter  from  potential
prosecution  based upon strict  and clear  promises  and representatives  made by the  parties  in
seeking the advisory opinion.

Dr.  Gist  is  an  ophthalmologist  in  the  business,  in  part,  of  providing  telemedicine
consultations to optometrists, like Dr. Trist. To conduct such consultations, Dr. Trist must have
in her office certain telemedicine equipment that she does not have. Without that equipment, she
cannot seek telemedicine consultations. Similarly, Dr. Gist can provide such consultations only
to optometrists who have such equipment in their offices.337



Drs. Gist and Trist propose entering into a written lease for more than one year which
lease  specifically  describes  the  equipment  and  sets  forth  a  rental  term  in  advance.338 The
equipment  has  two uses:  one  for  the  telemedicine  consultations  and one  for  use  within  the
optometrist’s practice alone. Absent the need for a telemedicine consultation, the only value of
the equipment to an optometrist is the latter use; accordingly, the rental amount in the proposed
lease would be based solely upon the fair market value of each use to an optometrist. Given these
representations, the OIG concluded that the lease of equipment fell within the applicable safe
harbor.339

But what about any potential for referrals? Is the lease of the equipment tied in some
fashion to a promise to refer business? These two, it would seem, would go hand in hand. The
equipment  in  the  optometrist’s  office,  in  order  to  be  useful  in  consultation  with  an
ophthalmologist, requires connection to certain

_____________________________
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specific  equipment  in  the  consulting  ophthalmologist’s  office.  Thus,  Dr.  Trist,  seeking  a
consultation and using her leased equipment, can consult with only an ophthalmologist having
such equipment. But coincidentally. Dr. Gist, her lessor, has such equipment and is prepared, for
a fee, to consult on referrals. Dr. Gist’s equipment thus has value (1) as stand-alone equipment in
an optometrist’s office, for which value he is getting paid, and (2) as equipment necessary for
telemedicine consultations, for which value he is not getting paid in the lease to Dr. Trist. Did
Dr. Trist get a better-than-market rental rate on her lease, in anticipation of referrals from Dr.
Gist?

The OIG specifically notes in the opinion the following:

1. that  the  lease  amount  equals  fair  market  value  for  the  rental  not  taking  into
account the value of any referrals;

2. that  there  are  no  other  side  deals  or  implicit  arrangements  between  the  two
doctors;

3. that Dr. Trist is not required by any agreement to use Dr. Gist for consultations
and her patients are free to use any ophthalmologist for any additional required services;
and

4. that Dr. Trist may not advertise that she has the ability to engage in telemedicine
consultations.340

Based upon these specific representations,  the OIG concluded that although the telemedicine
consultation arrangement might involve prohibited remuneration, the OIG would not subject the
arrangement to any sanctions.341



a. Implications for Counsel

The  OIG’s  analysis  presumes  that  otherwise  rational  behavior  that  is  a  natural  and
expected consequence from the lease arrangement will in fact not occur. It can be inferred, once
the optometrist and the ophthalmologist enter into the lease agreement, that:

1. The  optometrist  will  seek  telemedicine  consultations  from  only  her  lessor-
ophthalmologist.

2. The optometrist  will  not  attempt  to  seek such telemedicine  consultations  with
other ophthalmologists in the business of providing such consultations.

3. The ophthalmologist,  who is not getting paid the full  fair  market  value of the
equipment  (as  stand-alone  equipment  for  use  by  the  optometrist,  and  as  equipment
necessary  to  facilitate  telemedicine  consultations),  will  not  renew  the  lease,  or  will
increase the cost of the lease at the end of the first term if he has not received some
compensation for that latter value of the equipment, or if he learns that the optometrist is
using the equipment to obtain telemedicine consultations from other ophthalmologists.

The  OIG’s  opinion  completely  overlooks  this  potential,  relying  rather  heavily  upon  a
representation that patients of the optometrist will be permitted to seek

_________________________
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services from any ophthalmologist. In reality, the optometrist’s patients, needing additional care
that the optometrist has identified after consultation with the ophthalmologist, will seek such care
as suggested and directed by the optometrist. In this situation, with these built-in incentives, that
ophthalmologist will always be the lessor.

This  opinion  actually  provides  little  real  guidance  for  providers  and  their  attorneys.
Prosecutors  reviewing  such  arrangements  will  always  examine  how  the  agreement  was
implemented: What happened to rental rates at the end of the first term, after there was some
referral experience between the parties; were optometrists without referrals of business allowed
to renew the  lease  or  were they charged a  higher  rental  rate;  did  the  optometrist  ever  seek
consultations  from other  ophthalmologists?  That  the  parties  did  not,  at  the  outset,  have  any
explicit agreements regarding referrals is irrelevant for such a law enforcement inquiry.

10. Advisory Opinion No. 98-19: Independent  Provider  Association  Ownership Interest  in  a
Managed Care Organization

In this complex fact scenario, a managed care organization (MCO) and an independent
provider association (IPA) sought approval for an agreement involving a 15 percent ownership
interest  in  the  MCO by the  IPA.  According  to  the  advisory  opinion,  the  MCO engages  in
business in the state and city where the IPA is located through two subsidiaries, one an HMO and
the other a preferred provider organization (PPO).



The  IPA  has  2,200  shareholders,  all  primary  and  specialty  care  physicians.  Each
physician owns one share in the IPA. The IPA physicians enter into and have existing physician
service agreements with the IPA. The IPA then in turn negotiates agreements with numerous
network providers,  including the MCO, thus  obligating  its  physician-shareholders  to provide
services to those network providers’ patients. Physician-shareholders in the IPA treat patients of
the MCO and admit such patients into hospitals owned and operated by the MCO.

The MCO seeks to expand in the city where the IPA is located and proposes selling an
interest  (less  than  15  percent)  in  the  MCO  to  the  IPA.  The  basic  business  transaction  “is
straightforward:  the  IPA is  purchasing  an  equity  interest  in  (the  MCO]  in  exchange  for  its
physicians’ long term commitment to serve as the exclusive provider panel and provide medical
management services” to the MCO.342 Under the agreement, physicians in the IPA will be paid
by the HMO and the PPO for health care services that they provide in an amount that represents
the  fair  market  value  of  the  services  provided.  The agreement  also  will  have  the  following
components:

1. Stock Purchase and Assignment Agreement: In exchange for up to 15 percent of the
stock  of  the  MCO,  the  IPA will  assign  to  the  MCO rights  in  certain  long-term
physician service agreements equal to the fair market value of the stock in the MCO.
As a part of this stock transfer, the IPA will become the exclusive physician provider
panel

______________

342OIG Advisory Op. No. 98-19 (Dec. 21, 1998), at 5. Or, as the OIG put it, they are "joint venturing in a managed
care organization.” Id.

for all  managed care arrangements in which the MCO participates;  the IPA also will
cease to serve on panels for other health plans.343

2. Network Service Agreement:  This  agreement  requires  the IPA to develop and
maintain the provider network, through physician service agreements, for the MCO for
10 years. In exchange for this, the MCO will pay the IPA a fee based upon the number of
employees in PPO health plans per year. This compensation will “be consistent with fair
market value in arms-length transactions and will not be determined in a manner that
takes into account the volume or value of any referrals or business otherwise generated
between the parties.”344

3. Medical  Management  Program Agreement:  This  is  an agreement  to  enter  into
future,  as  yet  unspecified,  consulting  contracts  regarding  such medicine  management
matters  as  credentialing,  utilization  management,  quality  improvement,  and  case
management.  Although  the  agreement  does  not  specify  the  terms  of  these  future
contracts, it does set forth certain guidelines for their structure.345

4. Administrative Services Agreement: This is an agreement in which, for a fee, the
MCO will provide administrative services to the IPA.346



5. IPA Incentive  Stock Plan:  This stock incentive  plan ties  benefits  to  physician
acceptance of risk, HMO participation, and quality of service. To participate in this plan,
a  physician  must  fulfill  certain  requirements,  including  medical  staff  privileges  at  an
MCO hospital and not entering into contracts with certain prohibited affiliations.347

The arrangement between the IPO and the MCO is essentially a joint venture in the latter by both
parties. In evaluating the arrangement, the OIG first considered whether the deal fit within the
safe harbor for investment interests in small  entities.348 Because the investment interest was
being offered only to members of the IPA and because all of the investors would be furnishing
services  to  the  MCO, the  OIG concluded  that  all  of  the  safe  harbor  elements  could  not  be
satisfied.349 The OIG next looked at the payments from the MCO to the IPA and whether they
constitute prohibited remuneration. In this analysis, the OIG concluded that:

1. In the market for group health plans, the physicians had a very limited ability to
refer additional patients/business to the IPA and accordingly from this perspective the
payments  from the  IPA  to  each  physician  would  not  likely  constitute  payments  for
referrals.

2. In  the  market  for  individual  enrollment  in  an  MCO,  even  if  a  physician
recommended that a patient enroll in the MCO (or one of its plans),

_________________________
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the payments to the physician on his or her stock ownership in the MCO would not likely
be affected by the value of such referrals.

3.  Even if  a  physician  could influence  the selection  of  an HMO, the  arrangement  is
unlikely to result in increased costs to the federal health care programs.350

At this point, the OIG reversed its analysis and looked at the question of whether the joint
venture between the MCO and the 1PA physicians was really a vehicle for hospitals to reward
physicians for referring fee-for-service patients to the hospitals (i.e., in return for referring fee-
for-service patients,  the MCO would allow the physicians to be shareholders and earn profit
distributions  from the MCO business).  The OIG rejected this  possibility,  given that  the IPA
physicians received profit distributions proportionate to their stock ownership interests, and in
light of the substantial financial investment being made in the MCO by the IPA.351



After approving the overall arrangement, the OIG thereafter considered and approved the
Network Service  Agreement,  the Administrative  Services  Agreement,  and the IPA Incentive
Stock Plan. Central to its analysis as to each agreement was the fact that the payments in each
agreement  were represented to be fair  market  value for the services or risk involved.  In the
absence of any specificity regarding the proposed Medical Management Agreements, the OIG
declined to provide an opinion.

In conclusion, the OIG noted that the overall agreement, “considered in its totality, poses
no more than a minimal risk of fraud and abuse.”352

a. Implications for Counsel

This advisory opinion must be reviewed by any prosecutor investigating allegations of
anti-kickback statute violations in the context of an MCO. Until one reviews in detail and in total
the myriad potential arrangements and relationships inherent when an IPA invests in an MCO,
one cannot  carefully  and thoroughly understand the many different  referral  mechanisms and
financial incentives. The incentives exist, but, as reflected here, their value to a physician may be
negligible as to any particular referred item or service. Similarly, attorneys advising CLIENT on
the propriety of such arrangements should carefully review this opinion.

11. Advisory Opinion No. 99-9: Podiatry Provider Network Assuming Employer’s Copayment
Obligations for Supplemental Coverage

In this advisory opinion,353 an employer and a network of podiatrists sought review of an
arrangement for the employer’s retired employees. Briefly, the employer had an agreement with
the network to provide podiatry services

___________
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to the employer’s active employees; the two sought to extend the existing arrangement to cover
employees  as  they  retired  and became  eligible  for  Medicare  program benefits.354 Under  the
proposed plan, the employer would pay the network a fixed capitation fee; because the capitation
fee was based upon the employer’s “historic annual expenditures for Medicare cost-sharing,” the
employer would "pay the full amount of its projected copayment obligation for podiatry services
for its retirees.355 In addition, the fee would be reduced based on projected cost savings.356

In exchange, the network would provide podiatry care to the retirees and assume “full
financial  risk for all Medicare cost-sharing.357 In substantial  part,  this meant that the network
would assume the employer’s role as supplemental insurer for its retirees’ copayment obligations
to the Medicare program. This “reduction in an amount legally owed confers a benefit” on the



employer.358 In seeking the advisory opinion, the employer stressed that the existing arrangement
with  the  network  had  saved  the  employer  many  millions  of  dollars  during  the  life  of  the
agreement359 because of the network’s precertification for surgeries and its adjudication system
for services not requiring precertification.360 The parties represented that these utilization review
and cost-savings features would be fully implemented in the proposed agreement covering the
retirees.361

While expressing concern about the apparent shift from the employer to the network of
the employer’s obligation to pay its retirees’ Medicare copayments, the OIG ruled that it would
not seek to sanction the agreement if implemented,  either as a violation of the anti-kickback
statute,  or  as  constituting  or  including  improper  payments  to  beneficiaries.362 Central  to  the
analysis were two things: the cost savings features built into the agreement and the fact that the
payments to the network were derived from the employer’s historic payments on behalf of its
retirees reduced by projected cost savings. As the OIG noted:

[F]or every dollar that the Employer saves in Medicare copayments through elimination
of unnecessary foot care for retirees, the Federal government saves four dollars. Thus,
even if the copayment match is only roughly approximate, the Proposed Arrangement is
likely  to  confer  a  substantial  financial  benefit  on  the  Federal  fisc  as  the  primary
beneficiary of the Plan’s management of the foot care benefits.363

Moreover, the OIG concluded that the various utilization control and review processes built into
the system served the same purpose as the beneficiary copayment: “as a check on unnecessary
utilization.”364

______________

354Id. at 2-3. 

355Id. at 5.

356Id. at 2-3.

357Id. at 2

358Id at 4. 

359ld. at 2. 

360Id. at 3.

361Id.

362Id. at 7.

363Id. at 6. 

364Id.

12. Advisory Opinion No. 00-4: Network Payments for Physician Referrals

In this advisory opinion, a company selling a “preventive health care program for chronic
disease patients" principally through a network of participating physicians queried the legality of



an arrangement in which (I) physicians interested in the product for their patients paid a fee to
join the product’s network and (2) the network paid a fee to each physician for each patient
referred for the network’s product.365

The OIG determined that  the payments  described in  the proposed network arrangement
would indeed violate the anti-kickback statute “if the requisite intent to induce referrals were
present.”366 The OIG determined, however, that the proposed arrangement posed “a minimal risk
of fraud or  abuse.”367 First,  the OIG noted that  while  doctors  would be paid a  fee for their
referrals and vice-versa, the doctors would be referring their own patients to the network and the
network’s protocol was to refer any referred patients back to the same physician for any follow-
up care.368 Second,  the  OIG noted  that  the  program would  not  increase  federal  health  care
program costs, as the vast majority of prospective patients were privately insured.369

13. Advisory Opinion No. 00-8: Payment of Fee for the Referral of Elderly
Patients for Housing, Including Nursing Homes
In Advisory Opinion No. 00-8, the questioned arrangement concerned the payment  of a

referral  fee  to  a  housing  referral  service  by  nursing  homes  and  other  businesses  providing
housing for elderly individuals.370 The referral service acted as a middle man for the elderly in
search of a suitable nursing home or other living arrangements.371 Elderly patients approached
the  service  and  were  interviewed  to  determine  their  “medical,  financial  and  geographical
needs.”372  The service then made a recommendation and referred the individual to one or more
facilities.373

The  service  only  recommended  those  facilities  with  whom  it  had  contractual
arrangements.374 There  were  two  kinds  of  contracts  and  fee  arrangements:  contracts  with
facilities accepting federal health care payments and contracts with facilities that did not accept
any money.375 For the former kind of facility, the service charged a flat yearly fee that was “less
than or equal to the cost” of the referral services provided.376 The latter type of facility paid a
percentage fee for each referral made.377

_____________________________
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The  OIG  determined  that  the  referral  payment  fell  within  the  anti-kickback  statute's
prohibitions and was not squarely protected by the referral services safe harbor.378 In particular,
the OIG noted that the safe harbor requirement that the fees be assessed equally against  and
collected equally from all participants was not satisfied (given the service’s different fees for
federal and nonfederal entities).379

Nonetheless, the OIG concluded that the service’s payment arrangement was “effectively
equivalent  to the safe harbor requirement” given that the patients  within a facility would be
treated the same.380 Given this substantial equivalence and the “minimal risk of Federal health
care  program fraud  or  abuse  posed  by  the  service,”  the  OIG concluded  not  to  subject  the
arrangement to sanction.381

This opinion is noteworthy in four respects. First, the OIG has long announced the axiom
that for a safe harbor to apply to shield conduct, the terms of the safe harbor must be strictly
met.382 In this opinion, after noting that requirement and that the terms had not been strictly met,
the OIG conducted what is in essence a materiality analysis: How material, in terms of potential
loss to the programs, is the noncompliance?

Second, the OIG discussed at length the potential harms that can flow from a referral service
with  differing  payment  arrangements.  “We  want  to  reiterate  our  longstanding  antipathy  to
attempts  by  referring  parties  to  ‘carve  out’  referrals  of  Federal  health  care  beneficiaries  or
business  generated  by  Federal  health  care  programs  from  otherwise  questionable  financial
arrangements.”383 The OIG then observed that some nursing home patients start out as privately
insured patients but, as they “spend down their assets, they can become Medicaid patients.”384

Hence,  the  OIG  concluded,  “such  arrangements  may  violate  the  anti-kickback  statute  by
disguising remuneration for Federal referrals through offer or payment of inflated amounts for-
Federal business or simply by offering or paying remuneration for non-Federal referrals to ‘pull



through’ the Federal business.”385

Third,  the OIG determined not to  sanction the proposed arrangement  in substantial  part
because  the  referral  service  provided  “some  benefit  to  the  elderly  by  helping  them to  find
housing that will meet their needs efficiently.”386

Fourth,  the  OIG did  not,  in  its  analysis,  consider  whether  providing that  benefit  to  the
elderly ran afoul of the prohibition against providing remuneration to a beneficiary to influence
that individual to order or receive a covered service.387 It is unclear from the opinion whether this
was simply an oversight in the OIG’s analysis.

38142 C.F.R. §1001.952(f). 
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a. Implications for Counsel

Counsel representing CLIENT, if he were to consider a proposed arrangement that violates
the anti-kickback statute—as this proposed arrangement clearly did— should carefully review
the arrangement (1) for “material” or substantial compliance with any applicable safe harbor and
(2)  provision  of  beneficial  service  to  the  elderly.  In  this  example,  the  elderly  received  a
substantial benefit without charge: help finding, among other things, a suitable nursing home.
There is, of course, a fine line between providing a needed benefit to a program participant and
providing remuneration to that same individual to influence that individual to select a service
from a particular provider.



Investigators and prosecutors should also consider the materiality of non- compliance with a
safe harbor, in light of the party’s intent. If the party’s intent was to induce referrals, and there
was overutilization of health care or an increased cost to the affected federal health care program,
or the potential for increasing costs, prosecution may well be warranted for failure of strict safe
harbor compliance, regardless of the “materiality” of the noncompliance.

14. Advisory Opinion No. 00-10: Insurance Guarantee Plan for Injectable
Pharmaceutical

Insurance coverage issues arise routinely in the health  care industry,  especially for new
products or procedures. Where the new product is expensive, its seller often finds doctors and
patients resistant,  not because the product might  not work, but because of the uncertainty of
insurance. It is not atypical in such situations for the seller to offer reimbursement guarantees:
“My product  is  covered and works  but if  you  buy my product  and you can’t  get  insurance
coverage, I will make you whole.”

In OIG Advisory Opinion No. 00-10,388 a pharmaceutical company sought approval of a
reimbursement  arrangement  for  an  expensive—a course  of  treatment  could  cost  upwards  of
$5,000—and relatively new injectable drug.389  Pursuant to the arrangement, the company pre-
qualified the patient’s insurance coverage and need for the drug.390 Thereafter, the prescribing
physician ordering the drug from the manufacturer received extended payment terms (180 days)
and discounts for early payment.391 The company also extended invoice credit— principally in
the form of replacement vials of the drug—for any subsequently denied claims.392 The program
had been in existence when the advisory opinion was sought; notwithstanding the cost of the
drug and the uncertainties regarding coverage, less than 2 percent of claims had been denied and
93 percent of all doctors received payment within the extended payment term.393

The OIG found that the program did in fact violate the anti-kickback statute.394 “Under the
Program, the Company couples reimbursement support
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services with extended payment terms and, if necessary, an invoice credit or replacement vial of
the Drug.”395 These benefits,  the OIG concluded, conferred “an independent  financial  benefit
upon  referring  physicians  by  shifting  the  financial  risk  of  unanticipated  delays  and  denials
associated with obtaining third party payer reimbursement.”396

Nonetheless,  the OIG ruled that it  would not seek to sanction the arrangement.397 In so
concluding, the OIG relied on two analytical matters and empirical facts from the operation of
the program. As a matter of analysis, the OIG observed that the program was narrowly tailored
for the drug and the disease, and the program was structured with coverage guidelines so as not
to cause overutilization.398 Empirically, the OIG looked at the historical payment experience in
the  operation  of  the  program  and  concluded  that  the  “remuneration  actually  provided  to
physicians” had been “minimal."399 In reaching this conclusion, the OIG noted that while the
amount of remuneration was not determinative of an anti-kickback statute violation, it was “one
factor that we consider in determining whether to exercise our sanction authority.”400

a. Implications for Counsel

Perhaps  the  most  interesting  implication  of  this  opinion  is  the  OIG’s  reliance  on  the
empirical data regarding (he program’s actual operation to assist the OIG in concluding that the
program should not be sanctioned. Both in advising a client about a proposed arrangement and in
representing  a  client  under  investigation,  counsel  should  carefully  analyze  the  actual
remuneration  provided  through  the  arrangement.  While  most  prosecutors  do  not  necessarily
adopt a “no harm-no foul” approach, the fact that significant inducements potentially inherent in
an arrangement simply do not take place much of the time may well argue against prosecution.

15. Advisory Opinion No. 01 -I: Sharing the Financial Benefits of Surgeon-
Implemented Cost-Cutting Measures by Hospital and Surgeon Group

It is in the financial interest of hospitals, and the surgeons who practice at those hospitals, to
provide  cost-effective  care;  without  question,  the  manner  in  which  surgeons  conduct  their
practices can increase,  or reduce, a hospital’s  expenses. Logically,  it  would be prudent for a
hospital to share some of the benefits of efforts to reduce costs with the surgeons practicing at
the hospital as an incentive for those surgeons to be cost conscious. In Advisory Opinion

______________________

395Id. at  7.  Another  potential  problem from such arrangements  could include  "coupling u reimbursement
support service with a program either requiring payment for ordered products only if the referring provider is paid



or guaranteeing a minimum ‘spread’ between the purchase price and third party reimbursement levels." 
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No. 01-1,401 the OIG determined that while such an arrangement would likely violate the anti-
kickback act, it would not seek to sanction this arrangement.402

The  proposed  arrangement  involved  an  historic  review  of  hospital  costs,  and  the
identification of cost-savings opportunities by the hospital administrator.403 With safeguards built
in  to  ensure  that  needed patient  care  would  not  be  sacrificed,  the  hospital  and its  surgeons
proposed entering into an agreement to share the financial  benefits of implementing the cost
savings opportunities.404 These payments were subject to the following limitations:

1. elimination of cost-savings payments stemming from any increase in the referral
of federally insured health care business;405

2. termination  of any surgeons who undertook to “steer costlier  patients  to  other
hospitals” as a means to effect a reduction in costs;406

3. capping the aggregate payment to the surgeons at 50 percent of the savings and
the distribution, within the surgeon group, of profits on a per capita basis;407

4. limitation of participation by surgeons to those already on the hospital’s staff;408

5. limitation of physician participation to surgeons only,  thus excluding from the
arrangement physicians in a position to refer business to the surgeons;409

6. specific description of the cost-savings items and actions necessary to generate
the cost savings;410 and

7. equal  treatment  of  cost  savings  generated  by  patients  with  different  types  of
insurance.411

First,  the OIG considered whether the proposed agreement  should be sanctioned with
civil  monetary penalties because it might result in “inappropriate reductions or limitations of
services”  for  Medicare  program  beneficiaries.4'2  Second,  the  OIG  evaluated  whether  the
agreement would violate the antikickback statute.413 Because of numerous “safeguards” built into
the arrangement between the parties, the OIG determined that it would not seek to sanction the
arrangement.414 Among other factors cited by the OIG were each of the seven items listed above.
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a. Implications for Counsel

What resonates clearly from this advisory opinion is that while the OIG has an underlying
concern regarding cost-savings measures and their potential either to deter providing needed care
to federal health care program beneficiaries or to represent hidden referral rewards, the OIG will
approve arrangements where those measures are structured to be “insurance blind” and patient-
care neutral. Quite clearly, should such an arrangement be the subject of a criminal investigation,
important  issues  will  include  the  purpose  behind  the  payments  and  whether  the  payments
represent the fair market value of the cost-savings measures and are not inflated in some measure
as a reward for referrals. Investigators and prosecutors will take a hard look at whether any such
arrangement is, in fact, insurance blind, as structured and as implemented.

E. Miscellaneous Opinions

7.  Advisory  Opinion  No.  98-8:  Charging  Significantly  Higher  Prices  to  the  Medicare
Program415



It has long been an unfortunate feature of the landscape of the United States’ health care delivery
system that Medicare and Medicaid are often charged more than others for delivery of the same
health care item or service.416 In one of the amendments to the general provisions on permissive
and mandatory  exclusions  enacted  as  a  part  of  HIPAA in  August  1996,  Congress  gave  the
Secretary the power to exclude an entity that:

submitted or caused to be submitted bills or requests for payment (where such bills
are based on charges or costs) . . . for items or services furnished substantially in excess
of such individual’s usual charges ...  for such items or services,  unless the Secretary
finds that  there is  good cause  for  such bills  or  requests  containing such charges  or
costs.417

Charges substantially in excess of a supplier’s usual charges are permissible when they are “due
to unusual circumstances or medical complications requiring additional time, effort, expense or
other good cause.”418 In this advisory opinion, “Company AB" queried whether its intention to
charge Medicare 21 percent to 32 percent more for the same items than it charged its cash-and-
carry customers would run afoul of this provision and subject the company, a DME supplier, to
potential exclusion.

_________________________________________________

415OIG Advisory Op. No. 98-8 concerns the potential exclusion of an entity for conduct that was not a
proposed arrangement potentially involve vying application of the anti-kickback statute.

416 See, e.g., OIG Advisory Op. No. 99-2 (Mar. 4, 1999), discussed supra Section III.D.6.
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41842 C.F.R. § 1007.701(c). 

(3) increased delivery and distribution expenses including the rental of a warehouse to operate a
repair center and to store rental DME and returns; and (4) expense to post a surety bond.419

Although  the  OIG  generally  concurred  that  these  factors  could  justify  charging  the
Medicare program more  than  cash-and-carry customers,  the opinion declined  to  approve the
higher charges on the facts presented. Any “higher Medicare charge should bear a direct and
reasonable relationship to the additional costs incurred by the supplier to comply with Medicare
program requirements,  after  subtracting  any costs  solely attributable  to  the  ‘cash  and carry’
business.”420 In part because "Company A13 has acknowledged that it does not yet know the
entirety of the additional costs it will incur,” the OIG could not determine “whether the . . .
charge for any particular  item would meet  the ‘good cause’ test” or “whether Company AB
would be subject to exclusion ... for charging substantially in excess of its usual charges.”421



a. Implications for Counsel

If CLIENT were to seek to charge Medicare more than other customers, or to also seek the
approval of the OIG for such a charging differential, the practitioner should counsel him:

1. to  document  carefully  the differences  in  cost  in  delivering  a  product  to  a  Medicare-
insured patient as opposed to other customers;

2. to use an accounting program that allocates to the Medicare program beneficiary only the
cost of delivering items or services to that patient and does not also allocate or charge to
the  Medicare  program any  of  the  costs  of  delivering  the  items  or  services  to  other
customers;

3. to ensure that the profit earned on the Medicare program business is equivalent to, and
not in excess of, the profit earned on other business, and that this profit parity can be
demonstrated; and

4. not to set arbitrarily higher prices for the Medicare program, where those prices do not
have a demonstrable relationship to readily identified and understood costs.

Indeed, if CLIENT were to consider substantially higher charges for the Medicare program, he
should first develop a historic record of the additional cost of servicing the Medicare program
beneficiary prior to raising costs to the Medicare program. Raising the price first will appear
arbitrary, and will expose him to sanctions if the expected cost differential does not materialize
or is smaller than expected. The provider also should be able to demonstrate that prior to raising
prices to Medicare, the provider’s profit on that business lagged its general profit margins. This
historical  record will  eliminate  any concern that the higher prices for the Medicare program
beneficiary are intended simply to gouge the program.

 

____________________________
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2.  Advisory  Opinion  No.  99-13:  Swapping  Discounted  Nonfederal  Business  for
Nondiscounted Federal Business

The myriad of health insurance plans and their differing mechanisms for payment often
present a provider and a referral source with opportunities to swap business. A laboratory, for
example, must directly bill the Medicare program for tests performed on a Medicare program
beneficiary by order of a physician; the doctor ordering the test, with no opportunity to bill the
program directly, cannot profit. For the same test performed on a privately insured patient, the
physician may bill the patient or his or her insurer directly. Such patients provide the laboratory
and the doctor with a swapping opportunity; The lab could undercharge or discount charges to
the doctor for tests performed on his privately insured patients, thus allowing him an opportunity
to  bill  those  patients  at  a  profit,  in  exchange  for  referral  of  the  doctor’s  Medicare  patients,
making up its profit on the referral by the doctor of those patients.

The OIG addressed this situation in Advisory Opinion No. 99-I3,425 in which a pathology
company (Company A) provided its services to physicians in private practice.4’1 For federally
insured  patients,  the  company  billed  the  program  and  patients  (for  any  copayment  and
deductibles) directly; the physicians could not profit on such referrals.426 For all other patients,
Company A offered: (I) the same patient/insurer billing option, or (2) what it called “account
billing.”435 In account billing, the company extended a discount to a physician equal to its cost
savings  for  agreeing  to  pay  the  company  directly.436 In  that  situation,  Company  A did  not
evaluate  insurance  coverage,  submit  bills  to  numerous  entities  for  many  patients,  or  chase
patients  for copayments  and deductibles,  and the discount was designed to match  these cost
savings.427

Pursuant to the arrangement proposed in the advisory opinion request, the company, “in
order to match the prices of its competitors,” proposed discounting its charges to physicians for
account  billing  “below  the  actual  cost  of  providing  the  pathology  services.”428 The  OIG
concluded  that  because  it  was  “unable  to  exclude  the  possibility  that  Company  A may  be
offering improper discounts under the proposed arrangement with the intent to induce referrals of
more  lucrative  Federal  health  care  program  business”  the  arrangement  “might  constitute
prohibited remuneration under the anti-kickback statute.”429

Central to the OIG’s analysis was its concern that the discount was for business swapping
and would not benefit  the Medicare program. Where neither  the Medicare nor the Medicaid
program benefits from a discount offered to other patients, the OIG slated that the discount does
not fall within the discount safe harbor.410 Given that the discount presented here did not benefit
Medicare

____________________________________
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or Medicaid, the OIG then looked at whether “a nexus may exist between the discount to the
physicians  for non-Federal  health care program business and referrals  of Federal  health care
program business.”431 In evaluating such a nexus, the OIG noted that the size and structure of the
discount were not determinative; rather, the “appropriate question to ask is whether the discount
—regardless of its size or structure—is tied or linked directly to referrals of other Federal health
care  program business.”432 Factors  relevant  to  such  analysis  include  whether  the  discounted
prices were below cost and whether buyers without federal health care business received the
same discounts as buyers with such business, all other things being equal.433

a. Implications for Counsel

An  agreement  that  shifts  profits  and  costs  to  federal  health  care  programs  will  invite
investigative and prosecutive scrutiny. Indeed, often the best evidence that a party’s conduct may
be willful is conduct that reflects  an effort to structure a business relationship such that one
party’s profits come principally at the expense of patients insured through federal health care
programs. Counsel should advise CLIENT not to differentiate, either in the care provided or the
manner in which the parties share their profits by patients according to insurance coverage.
3. Advisory  Opinion  No.  99-4:  Giving  Something  of  Value  in  Absence  of  Ability  to  Make

Referrals
In this advisory opinion, a provider with a hospital in one city and the ability under state law

to control entry into its market (or district) by another hospital questioned whether an agreement
to extend that right to another provider was illegal remuneration in violation of the anti-kickback
statute. According to the facts presented in the opinion:

1. Provider A operated a hospital in district 1 but not district 2.
2. Provider B once operated hospitals in district 2 but had closed all of those hospitals.
3. Provider A wanted to run a clinic in district 2.
4. Provider  B wanted to grant  Provider  A this  right,  but would receive no payments  in

return for the grant of the right to open a clinic.
5. The proposed grant included no side deals, oral or otherwise.434



Although  Provider  B, because  of  the  state  law,  could  grant  or  give  something  of  value  to
Provider A (the right to open a clinic in its district), Provider B could not make any referrals to
that  new  clinic:  Provider  B had  no  hospitals  in  its  district  and  thus  no  patients.  The  OIG
concluded that given the absence of any referrals, the proposed arrangement could not violate the
anti-kick- back statute.435

_______________________________
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4. Advisory Opinion No. 99-5: Pay-to-Play Fees Charged by a Municipality

Were a private referral source to enter into a contract with a supplier in which, for a fee,
the supplier was guaranteed a stream of referrals,  there is  little  doubt that  the anti-kickback



statute would be implicated. Nevertheless, the OIG stated in Advisory Opinion No. 99-5 that
when  the  arrangement  is  entered  into  by  a  municipality  with  good  motives  and  intent,  no
sanctions will be imposed.

In  the  proposed  arrangement,  a  municipality  charged  ambulance  companies  a  fee  of
$50,000 for access to 911 referrals. Any company willing to pay the fee would get 911 referrals
for an entire week; in the next week, all calls would be referred to the next ambulance company
on the list.436

After observing that this arrangement fit squarely within the anti-kickback act prohibitions,
the OIG noted four structural  reasons for its  decision not to impose sanctions.  First,  a valid
government entity established the fee as a part of a regulatory scheme. Second, the amount of the
fee was reasonably related to the costs of operating the 911 emergency call system. Third, the fee
was uniform for all providers (any qualified ambulance provider wanting "in” could pay the fee
and receive referrals), was fixed, and would not vary with changes in the volume or value of
referrals.  Fourth,  the  assessment  of  the  fee  would  not  likely  result  in  an  increase  in
overutilization or costs to a federal health care program.437

5. Advisory  Opinion  No.  98-9:  Incentives  Offered  to  Employees  in  a  Collective  Bargaining
Agreement
The arrangement  considered in  this  advisory opinion proposed the following:  that  nurses

employed by a hospital  would receive additional  hourly compensation as a part  of their  pay
based on the  number  of  union members  admitted  to  the  hospital  in  a  6-month  period.  This
arrangement thus involves a classic payment for a referral: The more members of their union the
nurses could “refer” to the hospital,  the greater their compensation.  Two structural factors of
relevance were that no members of the union were physicians (and thus none were in a position
as a provider to refer patients to the hospital), and that the added compensation could go to only
nurse-employees.438

The OIG found that this arrangement fits squarely within the employee safe harbor in the
anti-kickback statute.439 Taking as a given that the nurses are bona fide employees of the hospital,
the OIG concluded that the proposed compensation arrangement, although including an incentive
tied to “referrals” or patient utilization of the hospitals, constituted payment to employees for the
furnishing of services.440

It must be noted that the referral incentive in the proposed arrangement was placed upon a
patient organization to induce self-referrals by those patients
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to  a  particular  provider.  Such arrangements  can lead to  billing  abuse (e.g.,  a  physician  in a
Medicaid clinic provides drugs to patients in order to gain access to their provider numbers for
billing purposes). The potential for such billing abuse is absent in the arrangement reviewed in
this advisory opinion, and that absence is significant.

6. Advisory  Opinion  No.  98-11:  Group  Purchasing  Organization  Safe  Harbor  Applied  to
Electricity Purchases

This  advisory  opinion  involves  a  straightforward  application  of  the  group  purchasing
organization  (GPO)  safe  harbor441 to  a  contract  for  purchasing  electrical  power  for  nursing
homes.  In  the  proposed arrangement,  a  trade  association  representing  nursing  homes  sought
review of a contract with a utility consultant licensed to sell electricity. In the agreement:

1. the utility consultant will provide electrical brokerage and consulting services to
2. nursing homes who are members of the trade association
3. for a fee equal to 17 percent of the cost savings achieved over a benchmark figure.442

In exchange, the trade association will provide its member list to the utility consultant, market
the consultant’s services to its members, and be paid 11 percent of the fees that the consultant
receives from the nursing homes (11 percent of 17 percent of the savings). Any nursing home
that elects to use the utility consultant will enter into its own separate written contract with the
consultant. Last, the agreement between the utility consultant and the trade association does not
obligate the nursing home members to purchase electricity from the consultant.443

The OIG concluded that the payment from the utility consultant to the trade association (the
11 percent  of  17  percent)  falls  squarely  within  and satisfies  each  element  of  the  GPO safe
harbor.444 The OIG also concluded that although the agreements between the utility consultant
and any nursing homes did not fall within the GPO safe harbor, those agreements also would be



legal. The OIG observed that such agreements presented minimal risk of fraud or abuse, given
that neither party was likely to be a referral source to the other and that the nursing homes would
reflect any cost savings on their cost reports.

7. Advisory  Opinion  No.  98-15:  Outpatient  Pharmacy  Program  Implemented
Under the Veterans Health Care Act

In this unique situation, a university sought approval to contract with a pharmacy to provide
drugs to hemophiliac patients under §340B of the Public

____________________________
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Health Service Act, which was enacted as a part of the Veterans Health Care Act of 1992.445

In sum, the university operates a comprehensive hemophilia treatment center, but it neither
runs  a  pharmacy nor  has  a  pharmacy license.  Section  340B permits  an  entity  that  serves  a
disproportionate  number of uninsured and underinsured people to  purchase certain drugs for
outpatient treatment at greatly reduced prices from drug manufacturers. The university selected a
pharmacy  through  a  competitive  bidding  process  to  dispense  outpatient  drugs  and  provide
outpatient pharmacy services at its hemophiliac center, and it sought approval from the OIG for
this proposed contract. The proposed agreement, consistent with §34013, bars Medicaid fee-for-
service  patients  from  receiving  drugs  through  the  outpatient  drug  program.446 In  the
implementation of the program, all patients would be told of the financial relationship between
the university and the pharmacy and be provided lists of alternative pharmacy providers.



The OIG approved this arrangement, noting the following four factors:

1. The proposed arrangement implements the “congressional intent” set forth in §340B by
providing benefits  of  the Veterans  Act  to  participants  in  (he  university’s  hemophilia
center.

2. The pharmacy would be paid fair market value for services rendered (the university and
the pharmacy represented to the OIG that the monies to be paid would be the fair market
value of the services provided).

3. The pharmacy would not be paying for referral of Medicaid fee-for- service patients.
4. The proposed arrangement preserves patient freedom of choice.447

The  OIG  concluded  that  although  this  agreement  might  technically  violate  the  statute,  no
sanctions would be imposed given its built-in safeguards.

8. Advisory Opinion No. 99-10: Contribution by Pharmaceutical  Company to Charitable
Organization

In an opinion demonstrating  the potential  breadth of the anti-kickback statute,  the OIG
ruled that it would not subject to any sanctions a proposed contribution from a pharmaceutical
company to a charitable organization.448 Pursuant to the agreement proposed, the company would
make a charitable donation; in return, the charity would allow the company to use the charity’s
name, logo, and other symbols for certain limited promotional activities that did not make any
reference to any of the company’s products or services.449  Advertisements would not “suggest
(the charity’s] endorsement of any [company] product or service.”450 The principal market for
these promotional activities was health care professionals, and not prospective patients.451 Both
the  charity  and  the  company  represented  to  the  OIG  that  the  charity  would  make  no
recommendations on referrals, that the donations would be treated like any other unrestricted
charitable  contributions,  and  that  no  officers,  employees,  shareholders,  or  directors  of  the
company would serve on the charity’s board of directors or on any other decisionmaking body of
the charity.452

________________________________

445This progam is quite complex and is described in detail in Advisory Op. No. 98-15

446Id. at 3.

447Id. at 4-5

448OIG Advisory Op. No. 99-10 (Oct. 25, 1999).

449Id. at 2, 4.

450Id. at 4.

451Id. at 4

The OIG observed that the arrangement could potentially run afoul of the anti-kickback
statute: “Payments by a health care entity to a charitable organization—particularly one with a
health care mission—in exchange for the exclusive use of the charitable organization’s name,



logo and other proprietary symbols  for promotional  purposes potentially implicates  the plain
language of  the  statute”  and may amount  to  an  “implied  recommendation  by the  charitable
organization of the entity’s products or services.” Nonetheless, the OIG concluded that because
of the way the agreement was structured and given the nature of the charity, the charity’s ability
to influence referrals was “limited” and the risk of unlawful kickbacks was “low.”453

9. Advisory Opinion No. 99-12: “White Coat" Marketing Program

In this advisory opinion, a marketing company sought review of a discount coupon program
targeted at the patients of health care clinics and physician groups.454 The marketing company
planned  to  contract  with  suppliers  of  over-  the-counter,  nonprescription  health  care  and
nonhealth products.455 Pursuant to those contracts, the marketing company would contract with
physician groups and health care clinics to distribute coupons for the products of the suppliers. 456

For a fee of a few cents per coupon, the clinic  or group would distribute to all  patients  the
suppliers’  coupons.457 None  of  the  suppliers’  products  are  covered  by  a  federal  health  care
program.458

Given  these  limitations,  the  OIG  determined  that  the  proposed  arrangement  did  not
implicate the anti-kickback statute or the prohibition on offering things of value to patients.454

The OIG’s concern with “white coat” marketing— physician marketing of products other than
their own services—arises because of physician’s “exceptional position of public trust.”460 The
OIG  concluded  that  it  “might  have”  reached  a  different  conclusion  regarding  the  proposed
arrangement had (1) the coupons been tied in any way to the order or purchase of an item or
service covered by a federal health care program; (2) the marketing of the coupons targeted
beneficiaries  of  federal  health  care  programs;  or  (3)  the  coupons  had  exceptionally  large
values.461

_____________________
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10. Advisory Opinion No. 00-1: Percentage Payments to Consultants Reviewing Provider
Billings

A consulting company, in the business of auditing for a percentage fee a hospital’s billings
to  insurance  companies,  sought  an  opinion  whether  its  consulting  and  billing  arrangements
violated  the  anti-kickback  statute.  The  consulting  company  audited  hospital  billings  for
undercharges and overcharges.463  Upon completion of the audit,  the company provided to the
hospital an audit report of its findings; 6 months after the audit, the consulting company did a
follow-up  audit  to  evaluate  hospital  improvement.464 as  payment,  the  consulting  company
received a percentage of the identified undercharges.464

Because the consulting company represented that it did not audit billings by hospital clients
to  federal  or  state  health  care  programs,  and  hence  it  was  not  paid  a  percentage  of  any
undercharges to such programs,  the OIG determined that  there was no violation of the anti-
kickback statute.465The OIG also identified no “spillover” effect from the auditing conduct "on
billing or coding for Federal health care program items or services;”466 ”Where items or services
have been entirely ordered, provided, and claimed prior to the audit, there is little risk that the
audit will involve an improper referral under the anti-kickback statute.”467

a. Implications for Counsel

While  setting  forth  a  narrow  conclusion  premised  on  limited  facts,  the  OIG’s  opinion
implies  a  warning  about  provider  payments  to  billing  consultants.  Billing  consultants  are  a
significant industry; many providers, from doctors to hospitals to nursing homes, seek advice on
how to bill the many different health insurers, federal, slate, and private. It is attractive for both
the  consultants  and  the  providers  to  pay  those  consultants  on  a  contingent  fee  basis:  The
consultant is paid only if the consultant identifies undercharges by the provider to insurers. In
such arrangements, the provider owes the consultant nothing for the financial audit. This is a
selling point for the consultant, but it creates an incentive for the consultant to find undercharges:
The more the consultant can identify, the more it will get paid.

Where the insurer is a federal or state health care program, the consultant would be paid a
percentage of increased billings to that program. The OIG opinion appears to imply that in that
circumstance the payments could constitute violation of the anti-kickback statute. The consultant
performing  a post-payment  audit  on  historical  billings,  however,  does  not  make  any patient
referrals; such a consultant merely reviews past billings on completed health care for potential



billing errors. In this circumstance, even if the consultant were paid on a percentage basis, the
anti-kickback statute would not be implicated: Such a percentage payment on already-provided
health care to a program beneficiary cannot be remuneration paid to induce the referral of an
individual for the

463OIG Advisory Op. No. 00-1 (Mar. 16, 2000), at 1.

464Id.

465Id.

466Id. at 2.

467Id.

468Id.

furnishing of covered health care services. Certainly, were the consultant to urge the provider to
rebill for services by improperly upcoding, or falsely misstating the services to obtain additional
reimbursement, the provider and the consultant could be prosecuted for submission of a false
claim to the relevant program. Such conduct, without more, however, would not be a violation of
the anti-kickback statute. Any payment from the provider to the consultant in this circumstance
would be a sharing of the proceeds of a fraud on the program and not a payment to induce a
“referral.”

Accordingly, while Advisors Opinion No. 00-1 appears to imply that paying a consultant
performing a post-payment audit on a percentage basis for any identified undercharges could be
a violation of the anti-kickback statute, it is very unlikely that any prosecutor would consider
such a prosecution.

11. Advisory Opinion No. 00-2: Payments to Employees to Encourage
Cost Savings



In Advisory Opinion No. 00-2, a hospital sought review of a program to encourage cost-
savings  initiatives  by  nonphysician  employees.  Pursuant  to  the  program,  nonphysician
employees who proposed cost-savings initiatives or changes would be paid a percentage of the
savings  (up  to  a  maximum).  The  proposed  program  specified  that  there  would  be:  (1)  no
payments to physicians; (2) no payments to reward suggestions to reduce health care services;
(3)  no  payments  for  suggestions  that  targeted  specific  vendors;  and  (4)  no  payments  for
suggestions that shifted costs to federal health care programs.468 The OIG blessed the program as
structured469 but  declined  to  approve  any specific  future  payments,  given the  “hypothetical”
nature of such review.470

IV. CONCLUSION

In practice, the range of topics for which advisory opinions have been requested is quite
broad. As a necessary result, and in the interests of analytical uniformity, the OIG increasingly
structured  checklists  by which  to  legally  measure  a  referral  arrangement.  Thus,  in  Advisory
Opinion  No.  99-2,  the  OIG  set  forth  a  four-pan  analysis  to  assess  the  bad  or  potentially
pernicious impact of a kickback arrangement and, following application of that test, found that
the arrangement passed muster.  Such checklists  are overall  somewhat  subjective.  Prosecutors
and defense attorneys alike should expect that these methods of analysis will be reviewed by
federal district courts and, unless clearly of little value or lacking in logic, will likely be adopted.
Indeed, it is likely that courts will begin to look to the advisory opinions for analytical reference
in standard kickback prosecutions (i.e., in situations where no party to the kickback arrangement
had sought an advisory opinion). In short, the OIG’s checklist may form the initial framework
for federal district court review. This is a significant administrative power inherent in the OIG.

_________________________________
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2.

3.

4. I. INTRODUCTION

5. In an  area  as  dynamic  as  health  care  fraud enforcement,  an investigation  can
resemble a trip through the haunted house at an amusement park. Mirrors distort reality; the path
to the exit is not where it should be, or where it seems it should be; and the end of the journey
turns out to be not far from where it began.

6.

7. In terms of complexity of facts and logistics, and the number of interested parties
involved, a health care fraud case is without equal. A litigator on either side of such a case finds
him-  or  herself  assuming  the  role  of  an  administrator,  simultaneously  weighing  litigative
concerns against  regulatory interests,  drawing inferences  from audit  data while  assessing the
credibility of aging or infirm patient witnesses, and negotiating the fees of expert witnesses while
attempting to organize thousands of bank records and claim forms. The end result, of course,
should be a clear and accurate picture of the events that led to the defrauding of a payer of health
care services. The methods used to get to that result are many and varied.

8.

9. Historically, criminal and civil investigations were separate and distinct: If there
was a criminal investigation, it came first, it was usually more intensive but discrete, and it was
followed by a more general, if cursory, civil investigation. This practice has largely changed.
Today, efforts at coordination of criminal and civil  investigations are undertaken within U.S.
Attorneys’ Offices and the Department of Justice (DOJ). This chapter reviews the shifting legal
landscape that has contributed to this trend and the tools that prosecutors use in investigating
health care cases, from document subpoenas and search warrants to grand jury proceedings.

10.

11. A. The Prosecutor’s Perspective

The investigative phase of a health care fraud case is one marked by much uncertainty. The
prosecutor and investigators are often uncertain as to whether a crime has been committed, and if
so, who did it and who was hurt by it. The prosecutor typically has an allegation, sometimes in
the form of a cursory but credible anonymous letter or call,  and other times in the form of a
detailed qui tam lawsuit, complete with supporting documents. In whatever form it arrives, the
allegation typically provides, at most, some hints to the prosecution as to where evidence of the
crime may lie.

The  prosecutor,  in  conjunction  with  the  investigative  team,  must  plan  and  structure  an
investigation designed to determine the veracity of the allegation. Questions will arise as to the
scope of the conduct (does the allegation cover all of the subject’s conduct?), the breadth of the
conduct (are there more victims than those identified in the allegation?), and the time period over
which the conduct occurred (when did it begin and has it ended?). The prosecutor must consider
the scope of  the  investigative  team.  To the  extent  that  the  investigation  was brought  to  the
prosecution  by  agents  from  a  federal  agency,  the  prosecutor  must  evaluate  whether  other



investigative  agencies  and  other  prosecutors,  state  and  federal,  should  be  involved  in  the
investigation. The prosecutor also must evaluate the credibility of the source of the allegation.
Given the typical sources of allegations in health care fraud cases and the financial  interests
inherent in those sources (qui tam plaintiffs, disgruntled former employees, disgruntled current
employees,  disaffected  competitors,  and  dissatisfied  customers),  the  prosecutor,  while
investigating  the allegation,  must  conduct  a  careful  investigation  of the source of  the claim.
Finally, the prosecutor must consider the status of the subject of the investigation (is the conduct
ongoing,  is  the  subject  aware  of  the  allegation  against  it?)  and  adjust  the  investigation
accordingly.

In approaching this potentially multijurisdictional juggling act, the prosecutor must develop
a case plan and carefully evaluate which investigative tools to use and the best order in which to
employ them, all directed at determining the truth of the allegations presented. An investigation
is a dynamic process that the prosecutor is uniquely situated to shape and effect. That control
over the process and its pace can create a tension and a dynamic that alone can contribute to the
discovery  of  relevant  evidence.  One  investigation  may  present  an  opportunity  to  use  an
undercover operation as a first step; another investigation may suggest that opportunity well after
subpoenas are served, in part because of the pressure created by prior, overt investigative steps.
A  fast-paced  investigation  may  trigger  opportunities  that  a  slow-paced  one  would  not.  A
thorough investigation might encourage reluctant witnesses that the investigation will succeed
and that it merits their assistance, even at some personal cost.

Knowing and understanding the subject and the applicable investigative tools is essential to
the  process  followed  by  the  prosecutor.  This  chapter  presents  an  overview  of  those  tools,
highlighting  their  capabilities  and  limitations.  The  proper  use  of  the  right  tool  can  quickly
resolve an investigation; poor use of the wrong tool can just as quickly stymie it.1 'For example, a
single productive tape recording can conclusively demonstrate criminal intent in a case where the
documents and other evidence may have left that issue in equipoise.

Defense counsel is largely uninformed at the start of an investigation. The first indication
that a client is under investigation may be the receipt by the client of a subpoena commanding
production  of  documents,  or  the  fact  that  a  team of  agents  from multiple  law enforcement
agencies have arrived at the client’s business offices with a warrant and begun seizing records.
Or, the client may have heard from former employees that they have been interviewed by the
Federal Bureau of Investigation (FBI), Office of Inspector General (OIG) of the Department of
Health  and  Human  Services  (HHS),  or  the  Defense  Criminal  Investigative  Service  (DCIS),
agents,  who  asked  “lots  of  questions”  and  “knew  lots  of  things.”  It  is  also  possible  that
management of a corporate client may have uncovered misconduct by a few employees, and is
uncertain about the extent of the problem and concerned about overall exposure of the business.
That client also may have heard rumors about “people going to the government.”

Thus,  it  is  unlikely  that  defense  counsel,  at  the  outset,  knows  what  issues  are  under
investigation,  the  breadth  of  the  time  period  covered  by  the  investigation,  whether  the
investigation  is  only  federal  or  whether  state  authorities  are  involved,  or  even  whether  the



investigation is a joint criminal and civil investigation. Defense counsel typically also does not
know the source of the allegations presented, or whether the client is the central target of the
investigation.

Once aware of the investigation, the defense attorney can of course seek answers to these
questions from the prosecution; for the most part, that process will be frustrating and infuriating
as the prosecution has no obligation during the investigative phase to make any disclosures to the
subject of an investigation. Some answers can be gleaned from the investigative tools used by the
prosecutor and discussions and/or litigation with the prosecution about the use of such tools. This
chapter can assist the defense attorney in evaluating and advising a client on the steps that can be
taken in a typical health care fraud investigation, and help explain the significance of those steps.

II. CIVIL VERSUS CRIMINAL ENFORCEMENT

Investigators and prosecutors of health care fraud always hear in mind the dichotomy of
civil and criminal investigations. Until the early 1990’s, civil cases brought by the government
against fraudulent providers were fairly rare, and almost always took a back seat to a criminal
investigation on the same subject. Several factors have changed that balance, however, and while
the result is a more complicated area of practice, it also provides for a more complete resolution
at  the  conclusion  of  the  case. Much  of  the  shift  in  the  federal  government’s  approach  to
prosecuting health care fraud cases was the result of the amendments to the False Claims Act in
1986.5 6 With  the passage  of  legislation  allowing for  treble  damages  and $5,000 to  $10,000
penalties  per false claim,1, civil prosecutors were furnished a hefty weapon for fighting health
care fraud. Because most traditional  health  care fraud cases were built  on large multiples of
relatively small claims, the penalty provisions per false claim exposed fraudulent providers to
huge potential monetary liability under the amended False Claims Act.

This potential for recovering large amounts of money on behalf of the government in health 
care fraud cases caused the 93 U.S. Attorneys Offices throughout the country to pay more 
attention to civil health care fraud. Although in the past affirmative civil cases had been 
pursued primarily by attorneys from the DOJ Civil Division in Washington, D.C.,7 individual U.S. 

531 U.S.C. §3729 el seq. (1988). For a more detailed discussion of the civil False Claims Act, see Chapter
4.

66 Id.

7
7The Commercial  Litigation Branch of the Civil Division, Department of Justice, Washington, D.C., is

responsible for pursuing civil recoveries for the government under the False Claims Act, as well as under other
theories of civil recovery.



Attorneys Offices began creating Affirmative Civil Enforcement (ACE) units within their offices 
to pursue health care and other fraud cases. ACE units now routinely coexist with civil divisions 
in U.S. Attorneys Offices that traditionally dealt with only defensive cases. In 1999, there were 
2,278 civil health care fraud matters pending in U.S. Attorneys Offices.

8The relationship between the ACE unit at a U.S. Attorney’s Office and the Civil Division at
the DOJ in Washington will vary depending on the particular case. By agreement between the
U.S. Attorney’s Office and the DOJ Civil Division, a case can be handled by the ACE attorney,
by the DOJ trial attorney, or jointly by both. In some cases, the case will be handled by the ACE
attorney and simply monitored by the DOJ Civil  Division. By regulation,  in any case where
single damages are believed to exceed $1 million, settlement approval must be obtained from the
DOJ Civil Division before a U.S. Attorney’s Office can enter into a settlement agreement with a
potential defendant.9

A. The Rise and Fall of Halper

Empowered by the amended False Claims Act, the DOJ began to pursue civil fraud cases
with a new enthusiasm. In many cases, the civil prosecutor would benefit from the information
learned during a criminal investigation, and vice versa. The U.S. Supreme Court’s 1989 holding
in  Halper v.  United States1 illustrated the power of the False Claims Act combined with the
weight  of  the  federal  criminal  laws.  From 1989 to  1997,  Halper redefined  the  relationship
between criminal and civil prosecutors who were pursuing the same health care fraud target. In
Halper, the federal government attempted to recover $130,000 under the civil False Claims Act
from a health care provider based on the same 65 false claims that had formed the basis of the
provider’s  prior  criminal  conviction  for  Medicare  fraud.  In  the  criminal  case,  the  loss  to
Medicare for the 65 false claims amounted to $585. Halper was convicted, sentenced to 2 years
in custody, and fined $5,000. The Supreme Court ruled that because the criminal conviction was
punitive in nature,  subsequent civil  recovery for the same conduct was barred by the double
jeopardy clause of the U.S. Constitution.

Halper was unquestionable a favorable ruling for health care fraud defendants, who now
had  some  protection  against  the  onerous  consequences  of  successive  criminal  and  civil
prosecution. Yet the case also had the unanticipated effect of forcing federal criminal and civil
prosecutors  to  better  coordinate  and  prioritize  their  efforts.  Once  content  to  pursue  their

8U.S. Dep’t of Health & Human Servs. & Dep't of Justice, Annual Report of the Departments of
Health and Hitman Services and Justice, Health Care Fraud and Abuse Control Program, Annual Report for FY
1999, at 1. That number is still or almost double the number of such cases pending only four
years earlier in 1995 (1,406). U.S. Dep’t of Health & Human Servs. & Dep’t of Justice, Annual
Report of the Departments of  Health and Human Services  and Justice,  Health Care Fraud and Abuse Control
Program, 1995.

928 C.F.R. §0.168 provides in relevant part:
(d) . . . re: delegations by the Assistant Attorneys General to United States Attorneys may
include the authority to:
(I) Accept offers in compromise of claims asserted by the United States in all cases in which the gross amount

of the original claim does not exceed $5,000,000 and in which the difference between the original claim
and the proposed settlement does not exceed



respective cases separately, criminal and civil attorneys within DOJ now faced the prospect that
their  enforcement  actions  could  preclude  subsequent  civil  or  criminal  cases  due  to  double
jeopardy.10 11 12 13 14 15 Partly in response to this concern, DOJ attorneys increased their efforts to
conduct  “parallel”  criminal  and  civil  investigations  of  health  care  fraud  providers.  By
coordinating investigative strategies and sharing information when possible, the Department’s
criminal and civil attorneys could each pursue settlements or lawsuits that would not preempt
recovery or prosecution by the other.

Then, somewhat unexpectedly, the holding in Halper was subsequently disavowed by the
Supreme Court in Hudson v. United States,16 In Hudson, the Court held that its double jeopardy
holding in Halper had proved unworkable. The Court left open the possibility, however, that a
result  similar  to  Halper  might  still  be  reached  under  the  Excessive  Fines  or  Excessive
Punishment clauses of the Constitution.17

Subsequently, in  United States v. Bajakajian,11 the Court indeed held that the Excessive
Fines clause prevented the United States from criminally forfeiting $357,144 belonging to an
individual who had merely failed to declare the money as required prior to leaving the United
States. Thus, although Halper itself is no longer good law, its legacy of cautious application of

10$ 1,000,000; and 

11 (2) Accept offers in compromise of, or settle administratively, claims against the United

12States in all cases in which the principal amount of the proposed settlement does not

13exceed $ 1,000,000.

14 490 U.S. 435 (1989).

1515Some appellate courts had noted that criminal prosecutions could he barred following the imposition of
severe civil penalties, a situation known as the "reverse Halper" effect. See United States v. Mayers, 897 F.2d I
126,  1127 (11th Cir.), cert,  denied, 111 S.Ct.  178 (1990)(remanding several  counts  pursuant  to  llalper,
because civil monetary penalties had previously been assessed for the same conduct); United States v. Ui/.zell,
921 F.2d 263, 267 (10th Cir. 1990).

16 522 U.S. 93 (1997).
17 Id. at 103.

17 18524 U.S. 321 (1998).



successive criminal and civil prosecutions is likely to continue into the future.

B. Qui Tam Provisions

Another major factor in the government’s increased attention to health care fraud cases was
the emergence of an entirely new segment  of private  citizens  and attorneys  interested in the
prosecution of such cases. The 1986 amendments to the civil False Claims Act also included
stronger  qui  tain  provisions  than  those  formerly  in  existence.  The  qui  tain provisions12

(commonly referred to as the “whistleblower” statute),  permit a private citizen to file a civil
lawsuit on behalf of the government alleging fraud against the government. The statute mandates
a reward to the whistleblower (known as the relator) of:

(a) 15 percent to 25 percent of the ultimate recovery, if the government intervenes in the
lawsuit; or

(b) up to 30 percent of the ultimate recovery, if the government declines to intervene in the
action and the lawsuit is pursued by the relator alone.13

Qui tam suits are filed under seal. The government is allowed an initial statutory period of
only 60 days to investigate to determine whether it wishes to intervene in the lawsuit. Although
extensions of the seal are often requested by the government and granted by the court, the time
pressure created by the filing of a qui tam suit may require the civil prosecutor to move a case
toward  litigation  or  settlement  before  a  criminal  investigation  has  been  completed,  or  even
initiated.

C. Grand Jury Secrecy

Of all the investigative tools available to health care fraud prosecutors, the grand jury stands
out as one of the most useful and revered. Because the grand jury process is available only to
criminal  prosecutors,  not  to  civil  attorneys,  and  its  proceedings  are  cloaked  in  secrecy,
prosecutors  and  civil  attorneys  take  great  pains  to  respect  the  grand jury  procedures  in  the
context of parallel criminal and civil investigations.

Grand jury proceedings are secret, according to Federal Rule of Criminal Procedure 6(e);
only an attorney for the government who is investigating a violation of federal criminal law may
appear before the grand jury.14 The grand jury has the power to issue subpoenas for documents or
other items, as well as to persons, commanding them to appear and give testimony before the
grand jury. An attorney representing a witness before the grand jury is not allowed in the grand
jury room, but may wait outside the grand jury room to be available for consultation should the
witness desire it. Although a witness may exercise his or her Fifth Amendment right not to give
testimony against him- or herself, he or she may be compelled to testify if the prosecution is
willing to grant



___________________________

l2The qui tam provisions are discussed in more detail in Chapter 4. Section IV. 

13 31 U.S.C. §3730(d). 

14Fed. R. Crim. P. 6(d).

immunity  to  the  witness.  In  such cases,  the  prosecutor  would  obtain  a  court  order  granting
immunity to the witness and compelling him or her to testify.'"'

Rule 6(e) also contains exceptions to the secrecy requirement of the grand jury process. The
rule provides that grand jury proceedings may be disclosed “to an attorney for the Government
for use in the performance of such attorney’s duty.”16 The rule also provides for disclosure of
grand jury information when ordered by a court “preliminarily to or in connection with a judicial
proceeding.”17 The  Supreme  Court  has  held  that  grand  jury  information  can  be  disclosed
pursuant to court order to government civil attorneys for purposes of civil litigation.18 Rule 6(e)
(3)(C)(iv)  also  contains  a  provision  authorizing  the  disclosure  of  grand  jury  information,
pursuant  to  court  order,  to  a  slate  prosecutor  if  such  information  revealed  evidence  of  the
commission of a slate crime.

III. INVESTIGATIVE TOOLS AND TECHNIQUES



Against this backdrop of legislative, jurisprudential, and ethical guidance, criminal and civil
prosecutors conduct investigations of health care providers suspected of defrauding government
programs and other payers of health care costs.19 The investigative techniques employed in many
cases help determine the ultimate outcome of each case.

Health care fraud cases are noteworthy for their variety of subject matter and scope. From
dentists who drill too many tooth surfaces to comptrollers who bury personal expenses in cost
reports, health care fraud cases illustrate the sentiment captured by one appellate court: “The law
does not define fraud; it needs no definition; it is as old as falsehood and as variable as human
ingenuity.”20 As fraud cases are varied, so too are the investigative techniques employed by those
charged with investigating and prosecuting such frauds. Some techniques are overt; some are
covert; a few, such as undercover operations and wiretaps, have more traditionally been used in
the  investigation  of  organized  crime.  Some  techniques  are  statutorily  limited  to  criminal
investigations; others may be used in both—or either—criminal and civil investigations.

______________________________

I5I8 U.S.C. §§6001 ui seq. Typically, witnesses are offered use immunity, which provides that “no testimony or
other information compelled under the order (or any information directly or indirectly derived from such testimony
or other information) may he used against the witness in any criminal case, except a prosecution for perjury, giving a
false statement, or otherwise failing to comply with the order. 18 U.S.C. §6002.

16FED. R. CRIM. P. 6(e)(3)(A)(i).
1?FED. R. CRIM. P. 6(e)(3)(C)(i).
l8Sce United States v. Sells Hng’g. Inc . 463 U S. 418 (1983). In Sells, the Supreme Court held that

government attorneys handling civil matters,  like private litigants, must demonstrate  a “particularized
need" before they may be granted access to grand jury materials.

19Although federal mail fraud, wire fraud, and  other  statutes grant jurisdiction  to  criminal prosecutors to
prosecute fraud against private parties, the civil False Claims Act addresses only fraud committed against the
federal government.

20Weiss v. United States, 122 F.2d 675, 681 (5th Cir.), cert, denied, 314 U.S. 687 (1941).
A. Audit Data and Analysis

1. Audit Data

In  many  health  care  fraud  investigations,  audit  data  is  one  of  the  first  stops  for  the
investigator.  Often  the  billing  and  payment  information  relating  to  a  particular  provider  is
reviewed following the receipt of a complaint regarding the provider’s practices. A look at a
provider’s billing data can quickly confirm whether the complaint has merit and, if it does, the
extent of financial impact the fraud has had on the insurance program. In addition, analysis of
audit  data  for  fraudulent  billing  patterns  has  recently  become more  popular  as  a  method of
detecting fraud and generating cases.

Most  insurance  programs  maintain  fraud  (or  “program  integrity’’)  units  to  investigate



allegations of fraud. Part of the fraud unit’s responsibility is to perform an audit of the payment
and billing data to substantiate the allegations. The importance of audit data in a health care
fraud investigation cannot be underestimated.  In an area of prosecution where a single claim
might amount to less than $100, the significance of the case may depend on whether the audit
data can establish vast repetition of similar billings,  thereby permitting the inference that the
billings were fraudulent and not accidental.

2. Audit Analysis

For the most part, data relating to any given insurance program is possessed and maintained
only  by  the  particular  program.  This  provinciality  of  program data  complicates  the  task  of
assessing total loss caused by a fraudulent health care provider: The provider usually does not
discriminate among the insurers the provider is defrauding. Thus, an allegation of fraud against
the Medicare program still requires the investigator, or prosecutor, to separately approach other
government insurers such as Medi-Cal, Medicare Railroad Retirement, TRICARE (formerly the
Civilian  Health  and  Medical  Program of  the  Uniformed  Services,  or  CHAMPUS),  and  the
Federal Employee Health Benefits Program (FEHBP) to inquire whether each of them sees the
fraud pattern replicated within their own programs. The task becomes even more complicated
when the fraud extends to private insurance companies,  which number more than 300 in the
United States. Each of these government and private insurers maintains its own computer system
for processing claims, with its own standards for the length and methods of storing data.

The increase in health care fraud prosecutions during the last decade has given rise to a
concomitant tug-of-war between legislation that would restrict or expand information sharing of
medical claims data, and legitimate law enforcement needs for more efficient access to claims
data  for  investigating  fraud.  On  one  side  are  concerns  that  all  privacy  concerning  medical
histories  and  conditions  will  be  compromised  by the  sharing  of  computerized  medical  data
maintained by separate agencies. On the other side are proposals for new legislation that would
place all medical claims—and medical records—on a national system.

In April 2001, privacy rights advocates achieved a victory when new standards regarding
the release  of  individually identifiable  health  information  took effect  on a  nationwide  basis.
Pursuant to congressional mandate under the Health Insurance Portability and Accountability
Act (HIPAA), HHS implemented rules effective April 14,2001, for “Standards for Privacy of
Individually  Identifiable  Health  Information.”21 The  new regulations  define  circumstances  in
which protected health information can be disclosed without patient consent. While permitting
disclosure of protected health information to “health oversight agencies” and law enforcement
officials, as well as in response to grand jury subpoenas, the new regulations are nonetheless
likely  to  slow  the  trend  toward  shared  databases  of  medical  information.  Hence  for  the
foreseeable future, law enforcement will be left to contend with the task of obtaining its audit
data from a multitude of health insurance programs, each with its own separate computer system.

Within each insurance program, however, the increased attention to health care fraud has
resulted in improved response and access to demands for audit data for investigational purposes.
In 1991, the Health Care Financing Administration (HCFA) (now the Centers for Medicare and
Medicaid  Services  (CMS))22  initiated  efforts  to  collect  centrally  the  claims  processing
information generated by all of its 78 carriers and fiscal intermediaries. Until that time, each



carrier’s or fiscal intermediary’s data was maintained separately at the carrier itself. Moreover,
because the carriers and fiscal intermediaries were private insurance companies that contracted
with HCFA to administer the Medicare program in that region, most of their computer systems
were incompatible. The creation in 1991 of the “Common Working File” at HCFA, pursuant to
which each carrier is required to transfer daily its claims information to HCFA in Baltimore,
Maryland was a major step toward allowing HCFA to perform audits and access data directly on
a national scale.

Private vendors began marketing computer software programs, designed to capture illogical
or  implausible  billing  patterns  to  private  and  government  insurers.2-’  Investigative  agencies
charged  with  investigating  fraud  against  government  insurance  programs,  such  as  the  OIG
(Medicare) and the DCIS (TRICARE), began bringing on-line access to program claims data into
their own offices. In 1997, increased funding for health care fraud prosecutions resulted in the
hiring of many in-house health care fraud auditors by U.S. attorney’s offices, supplementing a
number of affirmative civil auditors already hired by those offices.24

HCFA  (now  CMS)  has  now  developed  a  new  computer  database  called  the  HCFA
Customer Information Service (HCIS), which, for some areas of

__________________________

2I65 Fed. Reg. 82,462 (2000) (to be codified at 45 C.F.R. subtitle A, subchapter C, pt. 160). The provisions
of the new regulations most pertinent to disclosure of patient information, without notice to or consent of the patient,
to law enforcement entities investigating health care fraud are attached as Appendix F.

22As of July 1, 2001, the former Health Care Financing Administration (HCFA) was renamed the Centers
for Medicare and Medicaid Services (CMS). For the purposes of this chapter, however, references typically will be
to CMS.

23For example, maternity charges  following billings for a hysterectomy.  See, e.g., Office of Inspector
Gen., U.S. Dep’t of Health & Human Servs., Semiannual Report to Congress (Apr. 1, 1998-Sept. 30, 1998), at
9 (assessment of commercial off-the-shelf software to detect diagnosis- related group upcoding).



24U.S. Dep’t of Health & Human Servs. & Dep’t of Justice,  Annual Report of the Departments of
Health and Human Services and Justice, Health Care Fraud and Abuse Control Program, 1997,
at 22 (30 audit/investigator positions authorized in January 1997).

the  health  care  industry,  provides  the  first  well-organized  national  database  for  use  by
investigators  and  prosecutors.  This  database  is  organized  by industry  sector  (e.g.,  hospitals,
skilled nursing facilities, clinical blood laboratories, home health providers and so forth). Within
each sector, the data are organized by provider, by state, l or each provider, the database contains
several  years’  worth  of  claims  filed  with  Medicare  by  Physician’s  Current  Procedural
Terminology  (CPT)  code  number.  This  information  includes  both  numbers  of  procedures
performed and the total dollars paid to the provider for each procedure. An investigator using the
system can rank all providers in a region by a particular procedure code by dollars paid by CMS
to that provider. The investigator also can rank the provider in its industry sector nationwide. In
addition, the investigator can analyze the trends over time in a provider’s billings.

HCIS thus provides the capacity for investigators to inspect  data for problematic  trends
within a single provider’s billing history, and to compare a single provider’s billing patterns with
other providers who provide the same services or goods. Such an analysis can identify providers
who have suddenly increased or changed their  billing patterns,  suddenly started billing more
procedures per patient, or who bill more procedures per patient than other providers in their peer
group.25 This  and  other  similar  data-mining  programs  are  increasingly  effective  tools  in
identifying potentially fraudulent providers.

B. Subpoenas for Documents

Documents are a key part of almost every health care fraud prosecution. To the extent that
such prosecutions have historically addressed the fraudulent obtaining of money from third-party
insurers, the fraudulent claim itself is central to the case. At one time, claims were paper claims
that were mailed to the insurance company. Now, almost without exception, any provider that
generates  a  significant  number  of  claims  submits  those  claims  electronically,  typically  by
sending a computer tape with the relevant information to the insurance company.26

Although investigators  can  obtain  the  claims  themselves  from the  insurer,  it  is  usually
essential to the prosecution’s case to establish that the goods supplied or services rendered by the
provider did not justify the claim that was submitted. Toward that end, subpoenas for documents
and other items are sometimes served upon the provider of the goods and services, as well as on
other entities (for example, billing companies, banks, or consultants) that may be thought to be in
possession of relevant documents. The subpoenas can call for production of any type of item
imaginable,  including patient files, memoranda, telephone records, signature stamps, financial
records, and billing data. There are several different types of subpoenas available to prosecutors
and  investigators  in  a  health  care  fraud  case,  each  of  which  carries  a  different  scope  of
investigation and method of enforcement.



25See Chapter 12, Section II.C.
26TypiealJy, the claim information is introduced into evidence at trial in the form of a beneficiary history, a

computer  printout  generated  by  the  insurance  company  that  captures  the  claim information  submitted  by  the
provider. The relevant portion of the beneficiary history is admissible as a business record under Ft-ax R. Irvin.
803(6).
1. Types of Subpoenas

a. Grand Jury Subpoenas

By far  the most  powerful  type  of document  subpoena is  the grand jury subpoena.  The
federal  grand  jury  subpoena  power  is  available  only  to  federal  grand  juries  investigating  a
violation of federal criminal law; thus, a grand jury subpoena may not be issued where only a
civil investigation is being conducted. Grand jury subpoenas are drafted on behalf of the grand
jury by the prosecutor directing the investigation. Subpoenas are usually served on the recipient
by an investigative agent. A subpoena for documents only (“subpoena duces tecum,” as opposed
to a subpoena for testimony) directs the person upon whom it is served to produce the requested
items to the grand jury at the date, lime, and location designated on the subpoena.

Grand jury subpoena requests for documents can be broad; legally, a prosecutor need not
even show the relevance of the requested documents to the investigation.27 Grand jury subpoenas
are national in scope; hence, a federal prosecutor in Miami, Florida, may subpoena documents
from an entity in Toledo, Ohio, for example, or from a bank in Los Angeles, California.

In certain circumstances—particularly where the custodian of the subpoenaed records is a
subject of the investigation—-the prosecutor and the grand jury may require the custodian to
testify before the grand jury that the records produced are complete and unaltered. During the
course of the questioning, the custodian28 may be asked how the documents responsive to the
subpoena are maintained at the business, and about the method he or she used to search for
documents. Thus, it is essential that the designated custodian be familiar not only with the types
of records kept at the business, but also the method by which they are stored and the procedure
that was used to search for the documents when the subpoena was received. If one person is not
familiar with all of these aspects of the subpoena production, the grand jury has the right to hear
from every person necessary to establish that a complete search for documents has been effected.

i. Subpoena Duces Tecum Request

When  the  grand  jury  issues  a  subpoena  duces  tecum,  the  presumption  is  that  the  original
documents—not copies—-will be produced to the grand jury. If the subpoenaed party wants to
produce only copies, the prosecutor should be contacted prior to the date of production and asked
whether copies are acceptable in lieu of originals. Sometimes, as a courtesy, the prosecutor may
agree to accept copies in the first instance, reserving to the government the right to request the
original at  a later time. Other times,  however,  the prosecutor will insist  that the originals be
produced, because there are aspects of written



____________________________

27United States v. R. Enters., 498 U.S. 292 (1991 j. Only if compliance with the subpoena can be shown to
be “unreasonable or oppressive”—a difficult standard to meet by the recipient of the subpoena, upon whom the
burden of proof falls—may the subpoena be quashed by a court.

28Where the grand jury does not know who the appropriate custodian of records is, as is often the case
where documents are maintained at a business location, the subpoena may be directed to the “Custodian of Records”
for  the business.  It  is  then incumbent  upon the business  to  designate  the appropriate  custodian to  produce the
documents to the grand jury.



documents  (for example,  highlighting,  white-outs,  differences in ink,  or messages written on
sticky  notes)  that  can  be  discerned  on  only  the  originals.  If  the  prosecutor  insists  on  the
production of originals, then the originals must be produced unless the subpoenaed party believes
that a court would concur that a compelling reason exists to order otherwise (an unlikely result).

Theoretically, a subpoena for original documents means that the subpoenaed party need not
incur any copying costs in complying with the subpoena; and, in fact, the law does not provide
for any compensation to a subpoenaed party for the copying costs associated with complying
with a grand jury subpoena.29  Practically speaking, however, most people and corporations are
reluctant  to turn over original  materials  without  retaining a copy for their  own records. It  is
therefore incumbent on the subpoenaed party, at its own expense, to copy the documents prior to
the date of production.

If documents are not produced at the required place at the designated time, the government
could seek an order to show cause from the court, requiring the subpoenaed party to explain why
the documents were not produced as required. Most often, where voluminous documents (for
example, patient records) are sought by the grand jury, the prosecutor should be contacted, a
mutually agreeable production date negotiated and an agreement reached whereby the documents
will be produced on a rolling basis. Except where the custodian is expected to testify before the
grand jury,  the prosecutor will  usually agree that the documents may be delivered or mailed
directly to the prosecutor’s office for the convenience of the subpoenaed party.30

ii. Secrecy

Are documents obtained by grand jury subpoena covered by the grand jury secrecy rule set
forth  in  Federal  Rule  of  Criminal  Procedure  6(e)?  While  recognizing  that  there  is  a  strong
argument  that  documents  that  preexisted  the  grand  jury  proceedings  are  not  “grand  jury
documents” and therefore are not covered by the rule of secrecy,31 many federal prosecutors will
nonetheless

__________________________

29  The singular  exception is for  financial  institutions that  are subpoenaed to produce banking records for
individuals or partnerships with five or fewer employees. 12 U.S.C. §3415. See also 12 U.S.C. §3401(5) (defining
a “person” as “an individual or partnership of five or fewer individuals”).

30Although production of  the documents  to  the prosecutor’s  office  can  be negotiated  for  the  subpoenaed
party’s convenience, production of documents cannot be compelled to anywhere but the grand jury that issued the
subpoena. See United States v. Hilton, 534 F.2d 556, 564-65 (3d Cir.), cert, denied, 429 U.S. 828 (1976).



31  Sec United States v. Dynavac, 6 F.3d 1407 (9th Cir. 1993) (“[W]e thinks that the disclosure of business
records independently generated and sought for legitimate purposes, would not ‘seriously compromise the secrecy of
the grand jury’s deliberations’” |citations omitted]), although allowing “for the possibility in a rare and unusual case
of making a showing that learning which documents were subpoenaed by the grand jury may disclose the grand
jury’s deliberative process,”  id. at 1412 n.2;  see also hi re Special February 1975 Grand Jury, 662 F.2d 1232,
1243-^14 (7th  Cir.  1981),  aff'd,  sub nom. United  States  v.  Baggot,  463  U.S.  476  (1983);  United  States  v.
Weinstein, 511 F.2d 622, 627 n.5 (2d Cir.), cert, denied, 422 U.S. 1042 (1975) (questioning whether documents
are covered by Rule 6(e));  In re Grand Jury Matter (Catania), 682 F.2d 61, 63 (3rd Cir. 1982) (adopting "effect”
test to determine whether disclosure of a requested item will reveal a secret aspect of the inner workings of the grand
jury); In re Special March 1981 Grand Jury (Almond Pharmacy), 753 F.2d 575, 578 (7th Cir. 1985); In re Grand
Jury Proceedings Relative to Perl, 838 F.2d 304, 306 (8th Cir. 1988); Anaya v. United States,

take the conservative route and obtain a court order prior to disclosing the contents of those
documents to a government civil attorney.

In most instances, recipients of grand jury subpoenas are under no obligation to keep secret
the fact that they have received a grand jury subpoena; thus, with certain exceptions, the issuance
of grand jury subpoenas is viewed by the prosecution as an overt investigative tactic that may
well “lip off” the subject of the investigation. The exceptions are important, however, permitting
the government to use the grand jury subpoena power without risking notification of the subject.

First, where a financial institution has been subpoenaed for financial records, the prosecutor
can apply to the district court for a nondisclosure (gag) order pursuant to a 1986 amendment to
the Right to Financial Privacy Act. Under this provision, the government may obtain an ex parte
court order authorizing delayed notification to the customer, if the government can demonstrate
with reasonable specificity that there is reason to believe that immediate notice to the customer
will seriously jeopardize an investigation or other official proceeding, or unduly delay a trial.1’ In
such instances, the recipient of the subpoena is notified at the time the subpoena is served that if
he or she discloses  the existence  of the subpoena to  any other person, he or she will  be in
contempt  of  court.  The court  may order  a  delay of  notification  of  up to  90 days, 33 and  the
government may apply for successive extensions after the original court order, each for up to 90
days.34 Most such orders conclude on a date certain, after which disclosure of the subpoena may
be made unless an extension of the gag order has been obtained and served upon the subpoena
recipient.
Second, financial institutions35 may be prohibited indefinitely from disclosing the existence of

the subpoena if the grand jury is investigating certain specified offenses. Although health care
fraud  offenses  by  themselves  do  not  trigger  the  nondisclosure  requirement,  disclosure  is
prohibited if the grand jury is investigating possible money laundering violations under 18
U.S.C. §§1956 and 1957, or 31 U.S.C. ch. 53.i 

______________________
ii’ For all practical purposes, almost every health care fraud investigation also involves a possible violation of 18

U.S.C. §1956; once notified of this fact,  a subpoenaed bank is prohibited from disclosing its  receipt  of the



subpoena to its customer.37 This last fact is important, for it permits the grand jury and its agents to obtain bank
records—usually critical815 F.2d 1373, 1379 (10th Cir. 1987); Senate of Puerto Rico v. United States Dep’t of
Justice, 823 F.2d 574, 582 (D.C. Cir. 1987). The Sixth Circuit has adopted a rebuttable presumption approach
that presumes the documents are “matters occurring before the grand jury,” but permits the moving party to rebut
the presumption by showing that the information is public or was not obtained through coercive means, or that
the documents  would be otherwise  available  by civil  discovery and  would not  reveal  the nature,  scope,  or
direction of the grand jury inquiry. In re Grand Jury Proceedings, 851 F.2d 860, 867 (6th Cir. 1988).

3212 U.S.C. §3409.
3312 U.S.C. §3409(b)(l).
3412 U.S.C. §3409(b)(2).
35As defined by statute at 12 U.S.C. §3401(1).
36I8 U.S.C. §15 10(b).

37lt  is  the prosecutor’s  responsibility to  notify the banking institution that  an investigation of possible
money laundering violations is underway. Absent notification at the time of service

evidence in any fraud case—at an early stage of a covert health care fraud investigation.

If  the  subpoenaed party does  not  produce  the  requested  documents  to  the  grand jury’s
satisfaction—or if the production process drags on until the prosecutor is convinced that full
compliance will never be attained—then the prosecutor may file a motion (under seal) with the
district court for an “order to show cause” as to why the subpoenaed party cannot comply with
the subpoena. The ultimate sanction, if the subpoenaed party cannot explain its reasons to the
court’s satisfaction, is a finding that the party is in contempt of court and subject to a variety of
sanctions, including jail time and/or a fine.

b. Inspector General Subpoenas

i. Scope of Subpoena
The Inspector General Act of 1978,38 as amended, created inspector’s general for federal

agencies for the purpose of addressing waste, fraud, and abuse in each agency’s program and
operation. Congress gave each inspector general broad administrative subpoena power to carry
out this mandate. There is inspector’s general for each of the major government health insurance
programs, including HHS (Medicare and Medicaid); the Department of Defense (CHAMPUS,
now  TRICARE);  and  smaller  programs,  such  as  the  Railroad  Retirement  Board  (Medicare
Railroad), the Office of Personnel Management (FEHBP), and Veterans’ Affairs.39

The Inspector General Act provides that an inspector general may require production of “all
information,  documents,  reports,  answers,  accounts,  papers,  and other  data  and documentary
evidence necessary to the performance of the functions assigned by the Act.”40 Until recently,
therefore, inspectors general were limited to issuing subpoenas for only items or documents that
related  in  some way to the administration  of  the particular  agency program with  which  the
inspector general was associated. Thus, the Inspector General for HHS, charged with auditing
and investigating the administration of the Medicare and Medicaid programs, could not subpoena
a provider for files of CHAMPUS (now TRICARE) patients unless it could be shown that the
CHAMPUS patient files could somehow corroborate or otherwise help prove a fraud against the
Medicare or Medicaid programs.

In  1996,  however,  the  Health  Insurance  Portability  and  Accountability  Act  (HIPAA)



expanded this  subpoena power to  allow the  Inspector  General  for  HHS to  investigate  fraud
“relating to the delivery of and payment for health care in the United States,” including fraud
against private insurers.41 Thus, the scope of the subpoenas issued by the HHS Inspector General
is no longer of the subpoena, a financial institution is free to notify its customer of the service of
a subpoena seeking information regarding that customer’s account.

___________________

385 U.S.C. App. 3 §§2 et se.
39The U.S. Postal Service has independent statutory authority to issue administrative subpoenas, see 39 C.F.R.

§233.1(c), which is significant in light of the Postal Service’s jurisdiction to investigate any type of mail fraud.

40 U.S.C. app. 3 §6(a)(4).

41Pub. L. No. 104-191, §201 (a) (codified at 42 U.S.C. §1 I28C).

confined to those documents that impact Medicare, Medicaid, and other programs administered
by HHS. Accordingly, counsel for a provider that receives an HHS OIG subpoena can no longer
assume that the investigation concerns only the provider’s Medicare and Medicaid billings. An
HHS OIG subpoena,  although  requesting  all  billing  records  of  a  certain  type,  now may  be
predicated on allegations solely related to private health care fraud billings.

The motivation to issue an inspector general subpoena may come from an investigative
agent  for  the  agency  alone,  or  from the  investigative  agent  working  in  consultation  with  a
prosecutor.  An  inspector  general  subpoena  may  be  served  where  the  investigation  is  either
criminal, civil, or both, and the agency may decide to issue a subpoena before the case has even
been presented to a prosecutor. Unlike grand jury subpoenas, inspector general subpoenas are not
drafted and issued by the prosecutor.  Rather,  although the investigative  agent  may draft  the
subpoena, the draft is reviewed by the general counsel’s office for the investigative agency and
issued  by that  office.  The  subpoena is  served by the  investigative  agent,  and the  requested
documents are usually required to be produced to the investigative agent at a designated time and
place.

The Inspector General Act does not authorize the compulsion of testimony. However, the
auditor or investigator who serves the subpoena may request that the subpoenaed party provide a
statement  attesting  to  the  completeness  and authenticity  of  the  produced documents.  Such a
statement  is  considered  ancillary  to  the  document  subpoena  and  not  compelled  testimony.42

There is no secrecy requirement that attaches to items produced pursuant to an inspector general
subpoena,  and  the  inspector  general  subpoena  has  therefore  become  a  preferred  method  of
compelling document production where both criminal and civil investigations are underway.43

For the recipient of an inspector general subpoena, unlike the recipient of a grand jury subpoena,
it is not possible to discern from the face of the subpoena whether a criminal investigation has
begun.44  However,  because  inspector  general  subpoenas  are  rarely used to  obtain  documents
solely for administrative audit purposes, it is likely that there is at least some criminal or civil
investigative—if not yet prosecutive—interest behind it.



ii. Secrecy

If the government wishes to prohibit the recipient of an inspector general subpoena from
notifying the subject (or, in the case of a bank, the customer) of the receipt of the subpoena, it
must obtain a nondisclosure order from the

42Curcio v. United States, 354 U.S. 118 (1957); United States v. O’Henry Film Works, 598 F.2d 313 (2d Cir.
1979); United States v. Austin-Bagley, 31 F.2d 229 (2d Cir.), cert, denied, 279 U.S. 863 (1929). But see United
States v. Padin, 131 F.R.D. 21, 23 (D.P.R. 1990) (court refused to order custodian of corporate records to certify
completeness  of  document  production  where  such  certification  could  be  self-incriminating  in  connection  with
criminal charges).

43But see the discussion,  infra, Section HI.B.l.c.,  regarding Administrative Subpoenas in Criminal Health
Care Fraud Cases, which may be issued pursuant to 18 U.S.C. §3486.

44As a policy matter, however, most inspectors general prefer not to issue inspector general subpoenas once a
grand  jury  investigation  has  begun.  Although  close  coordination  between  an  inspector  general’s  office  and  a
criminal or civil prosecutor is common practice, the inspector general subpoena power cannot be delegated to a
prosecutor.  See SEC v. Dresser Indus., 628 F.2d 1368, 1384-87 (D.C. Cir.),  cert, denied, 449 U.S. 993 (1980).
Note, however, that the DOJ may decide to issue its own administrative health care fraud subpoena regardless of
whether a grand jury is already investigating the case.

district  court.45 Otherwise,  where  a  bank  has  been  subpoenaed  for  a  customer’s  financial
information,  the  agency  issuing  the  subpoena  must  give  the  bank  customer  notice  and  an
opportunity to challenge the disclosure before the records have been produced to the government
by the bank. Except where the subpoenaed documents fall within the Right to Financial Privacy
Act, an inspector general is not required to give notice to the subject of an investigation that a
subpoena has been served on a third party.46

iii. Enforcement

The enforcement of an inspector general subpoena is similar to that of the health care fraud
investigative demand.  The Inspector General Act provides that “in the case of contumacy or
refusal  to  obey”  an  inspector  general  subpoena,  the  subpoena  may  be  enforced  by  the
government in an appropriate federal district court.47 Thus, in a case of noncompliance with an
inspector general subpoena, the general counsel’s office for the agency that issued the subpoena
requests  the  assistance  of  the  DOJ,  which  assigns  the  enforcement  proceeding  to  its  Civil
Division.  The  enforcement  of  the  subpoena  may  be  handled  by  the  DOJ  Civil  Division  in
Washington, D.C., or it may be delegated to the civil division within the U.S. attorney’s office in
the district where the subpoena was served or production of the documents was required. The
civil division files a petition for summary enforcement, a legal memorandum, and a draft order to
show cause why the subpoena should not be enforced. The subpoena is summarily enforceable if
it is within the authority of the agency, if the demand is not indefinite, and if the information
sought  is  reasonably  relevant  to  the  agency’s  inquiry.48 To  satisfy  the  court  that  these
requirements  have  been met,  the  government  likely will  file  an affidavit  of  an  investigative
agent.  Because inspector general subpoenas do not fall  under grand jury secrecy rules, these



pleadings and proceedings are not under seal.

Flagrant  noncompliance  with  an  inspector  general  subpoena  can  lead  to  unexpected,
potentially devastating consequences for a health care provider that depends heavily on Medicare
or Medicaid revenues. Title 42, United States Code, Section 1320a-7(b)(l I) allows the Secretary
of HHS to exclude any entity furnishing items or services for which payment may be made by
the Medicare program “that fails to provide such information as the Secretary . . . finds necessary
to determine whether the payments . . . were due and the amounts

_______________________

4512 U.S.C. §3409.

46SEC v. Jerry T. O’Brien, Inc., 467 U.S. 735 (1984).

4742 C.F.R. §1006.5

48United States v. Morton Salt Co., 338 U.S. 632, 652 (1950); United States v. Aero Mayflower Transit Co.,
831 F.2d 1142, 1145-56 (D.C. Cir.  1987) (applying holding in  Morton Sail to inspector  general  subpoenas).
Courts generally will not permit broad discovery by the subpoenaed subject regarding the motives or good faith of
the agency’s decision to issue a subpoena. SEC v. Dresser Indus., 628 F.2d 1368 (D.C. Cir. 1980), cert, denied,
449 U.S. 993 (1980); tn re Office of Inspector Gen. R.R. Retirement Bd., 933 F.2d 276 (5th Cir. 1991). However,
courts have noted the importance of  scrutinizing the agency’s  request  for  enforcement,  S.E.C. v.  Wheeling-
Pittsburgh Steel Corn., 648 F.2d 118 (3d Cir. 1981), and have refused to enforce subpoenas deemed to fall
outside the scope of the agency’s jurisdiction. See, e.g., United States v. Newport News Shipbuilding & Dry Dock
Co., 837 F.2d 162 (4th Cir. 1988).

thereof.”49 The Secretary has delegated that exclusion authority to the inspector general—the
same entity responsible for issuing the subpoena in the first place.50

c. Administrative Subpoenas in Criminal Health Care Fraud Cases

H1PAA gave the Attorney General of the United States the authority to issue administrative
subpoenas in federal criminal health care fraud cases.51  The health care fraud subpoenas can be
issued only in furtherance of a criminal investigation of a health care fraud offense, which is
defined by HIPAA.52  HIPAA authorizes  the attorney general  or his  or her  designee to  serve
subpoenas:

(a) requiring  the  production  of  any  records  (including  any  books,  papers,  documents,
electronic  media,  or  other  objects  or  tangible  things),  which  may be  relevant  to  an
authorized law enforcement inquiry, that a person or legal entity may possess or have
care, custody, or control; or

(b) requiring  a  custodian  of  records  to  give  testimony  concerning  the  production  and
authentication of such records.53

The authority to issue the subpoenas, delegated by the U.S. Attorney General to each of the



94 U.S. Attorneys on April 23, 1997,54 can be further delegated by individual U.S. Attorneys to
specified assistant U.S. Attorneys.

The scope of the new health care fraud subpoenas is relatively broad, permitting criminal
prosecutors to issue subpoenas for documents in health care fraud investigations. Although a
bona fide criminal investigation must be pending, documents obtained pursuant to health care
fraud subpoena are not covered by any rule of secrecy (as documents obtained pursuant to grand
jury subpoena might be). Therefore, criminal prosecutors are free, without a court order, to share
documents produced in response to a health care fraud subpoena with government civil attorneys
who may be pursuing a civil action against a health care provider.

On the other hand, prosecutors who issue health care fraud subpoenas operate under some
constraints not present with grand jury subpoenas. The statute provides that production of the
documents requested by the health care fraud subpoena cannot be required more than 500 miles
from the place where the subpoena was served.55 Thus, if a U.S, Attorney’s Office wanted to
issue a health care fraud subpoena for documents to a person or entity more than 500 miles from
that  U.S.  Attorney’s  Office,  it  can  only  require that  the  documents  be  produced  to  a  U.S.
Attorney’s  Office  within  500  miles  of  the  subject’s  location.  In  practice,  however,  most
recipients of such subpoenas negotiate a compromise

_________________________________

49See 42C.F.R. §§1001.1201 & 1001.2001.

5053 Fed. Reg. 12,993 (Apr. 20, 1988). Final rules for implementation of the OlO sanction provisions are
found at 53 Fed. Reg. 3,298 (Jan. 29, 1992).

5118 U.S.C. §3486, as amended Pub. L. No. 105-277 (Oct. 21, 1998), and Pub. L No. 105-314 (Oct. 30,
1998).  When  originally  created  by  HIPAA,  administrative  subpoenas  were  called  “Authorized  Investigative
Demands.”

52See Chapter 10, Section II.C.

5318 U.S.C. §3486(a)(I).

54Order of Attorney Gen. No. 2080-97 (Apr. 23, 1997).

5518 U.S.C. §3486(a)(3).

whereby the documents are shipped or otherwise delivered to the U.S. Attorney’s Office that
issued the subpoena.

Although a health care fraud subpoena may be issued to any person or entity pursuant to a
criminal investigation of a health care fraud offense, the issue of the permissible scope of the
health care fraud subpoena has not yet been litigated. Common sense dictates, however, that a



prosecutor  should  be  able  to  explain  to  a  court’s  satisfaction  the  relationship  between  the
requested documents and the health care fraud offense under investigation.56 Enforcement of the
health care fraud subpoena is similar to that of the grand jury subpoena: The criminal prosecutor
files a motion with the district court for an order to show cause why the subpoena should not be
enforced.57 Unlike  the  grand  jury  proceeding,  however,  the  health  care  fraud  subpoena
enforcement hearing may not be under seal or closed to the public.

Because the health care fraud subpoena is not a grand jury subpoena, financial institutions
are not obligated to keep the receipt of a health care fraud subpoena a secret from their customer.
In fact, when a government document request comes in a form other than a grand jury subpoena,
the government  is  under an obligation  under the Right  to  Financial  Privacy Act  to  give the
customer  notice  and an  opportunity  to  challenge  the  disclosure  before the  disclosure  of  the
financial records is made.58 Thus, if a prosecutor wishes to issue a health care fraud subpoena to
a bank or other financial institution for records and prevent the institution from notifying the
customer, the prosecutor must seek a gag order from the court and serve it on the bank.59

Finally, there is no statutory prohibition against using health care fraud subpoenas after an
indictment  has  been returned—an advantage  for  the prosecution,  which in  most  instances  is
precluded  from  using  grand  jury  subpoenas  after  indictment  unless  new  charges  are  being
pursued. Prosecutors may decide, in an abundance of caution, however, to refrain from issuing
health care fraud subpoenas to indicted defendants.60 In fact, it appears that health care fraud

56As quoted, supra, text accompanying note 52, the statute requires that only items that “may be relevant to
authorized  law  enforcement  inquiry”  may  be  subpoenaed.  Actual  relevance  is  not  required;  accordingly,  this
standard  presents  quite  a  low threshold.  Nevertheless,  the reader  should note that  a  similarly worded  statutory
burden is not imposed upon the lawful issuance of a grand jury subpoena.

5718 U.S.C. §3486(c).

5812 U.S.C. §§3405(2), (3), & 3410.

59I2 U.S.C. §3409. However, 18 U.S.C. §1510(b) suggests that banks are prohibited from disclosing to any
person the receipt  of,  or  production pursuant  to,  a  health  care  fraud  subpoena for  financial  records  of  a  bank
customer  if  the  investigation  involves  possible  money  laundering  charges.  Section  1510(b)  creates  criminal
sanctions for any bank officer who discloses the information in these circumstances, in the same manner and to the
same extent  that  such disclosure is  prohibited with respect  to grand jury subpoenas,  as  described in 12 U.S.C.
§3420(b)(l). However, unlike a grand jury subpoena, a health care fraud subpoena is not exempt from the disclosure
provisions of the Right to Financial Privacy Act; nor is it named alongside the grand jury subpoena in 12 U.S.C.
§3420(b)(l). Because there appears to be some statutory conflict between 12 U.S.C. §3405(2) and (3) and 18 U.S.C.
§1510(b), the safer course for prosecutors would be to assume that the bank is required to notify the customers.



60See United States v. Graham & Walsh, Case No. 4:96CR00303 (E.D. Mo. 1997) (upholding post-indictment
use of health care fraud subpoenas directed at a third party);  cf. United States v. Harrington, 761 F.2d 1482 (11th
Cir. 1985) (upholding pre-trial Drug Enforcement

subpoenas can be used both in conjunction with or in lieu of grand jury subpoenas.61

2. Responding to a Subpoena

The first  advice to  a  client  like CLIENT who may receive  a  government  subpoena for
documents should be that nothing be destroyed once he has received (or knows that he or she is
going to receive) the subpoena. Because most subpoenas in health care fraud investigations will
involve business records, the message to preserve all documents must be conveyed immediately
to the office staff. Routine purging or other destruction of records should be halted until counsel
can determine whether any of the records fall within the scope of the subpoena.

Counsel  should retain  copies  of  his  or  her  instructions  to  CLIENT and the  office  staff
regarding preservation of documents. Not only is the recipient of the subpoena legally obligated
to produce tiny document in his or her possession as of the time he or she receives the subpoena,
but an early, responsible reaction to the receipt of a government investigative subpoena also will
put the subject in a more favorable light before a trier of fact in an enforcement proceeding or
other dispute with the government during the course of the investigation.

Counsel might be wise also to advise CLIENT that the intentional destruction or alteration
of documents feared to be inculpatory is not only likely futile, but foolish as well. A well-known
defense attorney once noted that anyone who thinks that he or she can destroy the incriminating
memo has never worked in an office with a copy machine.62 A subject is not only unlikely to
succeed  in  an  attempt  to  destroy  all  copies  of  a  document;  he  or  she  is  risking  potential
obstruction of justice charges if his or her actions are detected.

Negotiating the terms of a document subpoena—whether it be a grand jury subpoena, an
inspector general subpoena, or a health care fraud administrative subpoena—can be an important
step in tin investigation for both the government and the subject (assuming that the subpoena was
directed to the subject). For the government, the negotiation can result in a more orderly, less
haphazard production of documents without the need to resort to an enforcement proceeding. For
the subject of the investigation, the negotiation can offer defense counsel some insight into the
government’s interest in CLIENT, and may result in some concessions that ease the burden of
production and lessen the disruption to his business operations.

Where a subpoena calls for voluminous documents—for example, “all patient records, any
and all documents (including, but not limited to, correspondence, memoranda, notes of telephone
conversations,  and financial  and billing  records)  relating  to  the  submission  of  claims  to  the
Medicare, Medicaid, 

________________________



and Agency (DEA) administrative subpoena, but noting that subpoenas were directed to third parties, not indicted
individuals).

61lndeed, it may become commonplace in routine health care fraud investigations for administrative health care
fraud subpoenas to be used to obtain documents at the same lime that grand jury subpoenas are used to compel
testimony.

62Harland  W.  Braun,  panelist,  How  Healthcare  Providers  Can  Prepare  For  and  Respond  to  Criminal
Investigations. Los Angeles County Bar Ass’n, Healthcare Law Section (Dec. 2, 1993).

TRICARE programs from 1994 to the present”—an early call to the prosecutor or investigative
agent can be helpful. The government may have issued a broad subpoena so as to place the
recipient  under legal obligation to preserve his  or her records,  but it  also may be willing to
narrow the scope of the initial  subpoena return, without waiving its right to requesting more
documents.

Before calling the prosecutor, however, some fact gathering is in order. The prosecutor may
not  know  how  CLIENT’s  documents  are  (or  are  not)  organized,  and  the  subpoena  may
technically require production of a considerable amount of material that the prosecutor does not
really  want.  Apprising  a  prosecutor  of  CLIENT’s  method  of  organization  might  result  in  a
significant narrowing of the scope of the documents requested.

A checklist of questions for CLIENT might include, for example:
1. How many patient records does CLIENT’s business maintain? How many boxes would

they fill?
2. How are the records arranged (alphabetically, or by assigned patient number)?
3. Are  retired  patient  files  kept  in  off-site  storage?  Are responsive files  maintained  in

several different geographic locations?
4. Is it possible to retrieve patient files by insurance payer (e.g., all Medicare patients, all

private pay, all cash patients)?
5. Are billing records kept on computer, on floppy disk, or in hard copy?
6. Does the business bill electronically or through the mail?
7. Does the business receive payment from Medicare (or other payers) electronically or by

check? How are those records maintained?
8. What kind of electronic mail system does the business use? How are messages on the

system preserved, if at all?
9. Do employees use desktop and laptop computers? Is the information from each of these

types of computers backed up onto a central system? Are there likely to be documents
on  individual  desktop  computers  or  laptops  that  are  not  backed  up  on  the  central
system?

10. Has the business acquired or sold any business units? If so, are there cold file storage
sites containing documents from sold units?

With  this  information  in  hand,  it  is  possible  to  have  an  informed  conversation  with  the
government representative about complying with the subpoena.



But who should be called? If it is a grand jury subpoena, the name of the assistant U.S.
Attorney who authorized the serving of the subpoena will be listed on the face of the subpoena.
An inspector general subpoena will contain the name of the investigative agent to whom the
records are to be produced. The agent might be willing to discuss the terms of the subpoena, or
he or she may refer defense counsel to the assistant U.S. Attorney assigned to the investigation.
In the case of a health care fraud subpoena, the person to call is the assistant U.S. Attorney to
whom the records are to be produced (and not necessarily the official under whose name the
demand was issued).

a. Time for Production
Most  subpoenas  allow  approximately  2  to  3  weeks  for  production63 of  the  requested

documents. If the time for production coincides with a time when

63Forthwith” subpoenas, which require immediate production of materials, are used rarely.

the subpoenaed party is out of town or is otherwise unable to engage in the document search,
most  government  attorneys  (in the case of a  voluminous document  request,  as opposed to a
subpoena for a few limited items) will be agreeable to a reasonable extension of time. A request
for  more  than  a  few  weeks’  extension,  however,  is  likely  to  raise  the  suspicion  that  the
subpoenaed party is not making a good-faith effort to comply with the subpoena. Counsel might
therefore  suggest  a  schedule  for  a  “rolling  production”  of  documents.  This  will  allay  the
government’s concern that no production is forthcoming, and afford counsel and his or her client
some structure for responding to the subpoena.64

b. Form of Production

Given a choice, everyone wants originals. The government wants originals because they
have the original sticky notes, highlighting,  and penciled-in marginalia.  Especially important,
originals do not raise the concern that the person doing the copying neglected to copy the back of
the document or sliced off the bottom of the page. In some instances, documents such as patient
files are easier to handle in their original, bound form. The subpoenaed party wants to retain the
originals for the same reasons. Some inspector generals will accept copies in lieu of originals in
response to inspector general subpoenas in routine cases. In all other cases the government will
probably prevail if it wants the originals. The subpoenaed party must then make copies of the
originals, at its own expense, for its own records.

The foregoing does not mean, however, that a compromise cannot be negotiated. In fact,
courts  expect  the  parties  to  have  attempted  to  reach  a  compromise  prior  to  litigating  the
enforcement  or  quashing of  a  subpoena.65  For  example,  the  parties  might  agree  to  have  the
investigative agents review the office files on the premises, taking (or copying) only those items
that the agents request. Alternatively, the parties might arrange for the production of copies, with
the understanding that the originals will be produced upon demand.

Prosecutors should approach with caution, however, the acceptance of copies. Given the
power inherent in today’s office environment for the seamless alteration of documents—given
the scanning machine, software programs that



________________________

64Several positive aspects of a "rolling production" should he mentioned. Complete production of all items
requested in a subpoena or demand could legitimately lake months. A refusal to produce any documents for months,
however,  could result  in a  motion to compel production. Defending such a motion could significantly increase
expenses to the client. A rolling production of documents allows counsel for the client to keep abreast of the content
of the materials produced, while satisfying the government that the production is proceeding in good faith. Such
production also allows the government investigation to proceed during the lengthy production interval.

65See FTC v. Texaco, 555 F.2d 862, 882 (D.C. Cir.)  (en banc),  cert, denied, 431 U.S. 974 (1977) (in
determining whether administrative subpoena is unduly burdensome or oppressive, court should inquire whether
compliance  threatens  to  unduly  disrupt  or  seriously  hinder  normal  business  operations,  and  evaluate  whether
subpoenaed party made “reasonable efforts” to obtain conditions to reduce the burden imposed). See also United
States v. Morton Salt Co., 338 U.S. 632, 653 (1950). Although recognizing that a party must endure some burden
when responding to a legitimate agency inquiry (see United States v. Aero-May flower Transit Co., 646 F. Supp.
1467, 1472 (D.D.C. 1986), aff'el, 831 F.2d 1142 (D.C. Cir. 1987)), where a court finds that a subpoena is unduly
broad or burdensome, it may modify or partially enforce the subpoena. SEC

allow for the elimination of a passage and the insertion of alternative language, and the joint
capabilities of the office printer and photocopy machine—seemingly unaltered copies can be
produced as a deliberate  obstructive effort  to hide the true facts  apparent on the face of the
original document. Any negotiated compromise must preserve the prosecutor’s ability to obtain
or review all originals. In that regard, counsel for the business producing the documents should
maintain the original records under such controls that they cannot, after the date of production of
the copies, be further altered in any fashion. This may require the production of a third copy for
return to the business unit for use, in lieu of the original.

C. Privileges

7. Attorney-Client Privilege

Only the rare health care fraud prosecutor or health care attorney has not been confronted
with the issue of the attorney-client  privilege.  As regulations governing the health  care field
proliferate and more companies in the health care industry seek to institute compliance plans,
discourse between health care providers and attorneys becomes commonplace in the daily course
of business. When investigators work to expose a suspected crime at a business, all interested
parties must be aware of potential attorney-client communications issues.

The roots of the attorney-client privilege lie in the recognition that “clients [must] be free to
‘make full disclosure to their attorneys’ of past wrongdoings . . . in order that the client may
obtain ‘the aid of persons having knowledge of the law and skilled in its practice.’  ”66 Most
litigation regarding the scope of the attorney-client privilege involves a struggle to maintain a
balance between the long-established need for such a privilege and the need to narrowly construe
the privilege to serve only the purposes that it was meant to serve.67

The essential elements of the attorney-client privilege are as follows:

1. Where legal advice of any kind is sought
2. from a professional legal adviser in his or her capacity as such,



3. the communications relating to that purpose,
4. made in confidence
5. by his or her client
6. are at his or her instance permanently protected
7. from disclosure by him or herself or by the legal adviser,
8. unless the protection be waived.

____________________________
v. Brigadoon Scotch Distrib. Co., 480 F.2d 1047, 1056 (2d Cir. 1973), cert, denied, 415 U.S. 915 (1974).

66United States  v.  Zolin,  491 U.S.  554,  562 (1989);  Upjohn v.  United States,  449 U.S.  383,  389 (1981)
(“assistance can only be safely and readily availed of when free from the consequences or the apprehension of
disclosure”).

67Fisher v. United States, 425 U.S. 391,403 (1976) (“since the privilege has the effect of withholding relevant
information front the fact finder, it applies only where necessary to achieve its purpose”).

68 JOHN H. WIGMORE, EVIDENCE §2292 at 554 (McNaughton rev. ed. 1961).
In evaluating the merit of a claim of attorney-client privilege, one must consider the following:

1. whether the privilege attaches to the communication;
2. whether the privilege has been waived; and
3. whether an exception to the privilege applies.

a. Availability of the Privilege

Only communications  seeking or  giving  legal  advice  are  covered  by the attorney-client
privilege.69 Thus,  the  privilege  does  not  exist  with  respect  to  communications  between  an
attorney and  his  or  her  client  relating  to  preparation  of  the  client’s  tax  returns  or  stock  or
partnership offering prospectuses.70 Nor does the privilege apply in situations where the attorney
was acting as a business advisor.71 Finally,  a statement  or communication  made between an
attorney  and  a  client  is  not  privileged  if  made  with  the  intent  that  it  be  communicated  or
published to others.72

b. Assertion of the Privilege

The attorney-client privilege belongs to the client, not the attorney. Although the attorney
can assert the privilege on behalf of his or her client, the attorney cannot continue to assert the
privilege  if  the  client  wishes  to  waive  it.  The  attorney-client  privilege  covers  only
communications between a practicing attorney and his or her client. Communications between
two parties, neither of whom is an attorney, are not covered by the attorney-client privilege even
if the communications are legal in nature.

The  method  employed  to  assert  and  preserve  the  attorney-client  privilege,  where
appropriate, depends in large part on the investigative means by which the government seeks to
obtain the documents. If the documents are part of a production made pursuant to a subpoena or
investigative demand, the subpoenaed party bears the burden in the first instance of identifying
the potentially privileged material.73 Typically, the party asserting the privilege must create a



69United States v. Chen, 99 F.3d 1495, 1501 (9th Cir. 1996), cert, denied, 520 U.S. 1167 (1997).

70See. e.g. United. States v. Jones. 696 F.2d 1069 (4lh Cir. 1982); United States v. Tellier. 255 F.2d 441,
447 (2d Cir.), cert, denied, 358 U.S. 821 (1958).

71 See, e.g. SEC v. Gull' & Western Indus. Inc., 518 F. Supp. 675, 681 (l). D.C. 1981); Clien, 99 F.3d m
1501 ("If a person hires a lawyer for advice, there is a rebuttable presumption that the lawyer is hired 'as such’ to
give  'legal  advice.'  whether  the  subject  of  the advice  is  criminal  or  civil,  business,  tort,  domestic  relations,  or
anything else. But the presumption is rebutted when the facts show that the lawyer was 'employed without reference
to his knowledge and discretion in the law.’”).

72United States v. Pipkins. 528 F.2d 559. 563 (5lh Cir.).  cert, denied. 426 U.S. 952 (1976); Colton v.
United States. 306 F.2d 633. 638 (2d Cir. 1962),  cert, denied, 371 U.S. 951 (1963); Wilcoxon v. United Slates,
231 F.2d  384,  386  (10th  Cir.).  cert,  denied. 351  U.S.  943  (1956).  In  health  cate  fraud  cases,  the  intended
recipients of copies of. any communications between attorney and client should he assessed. If. for example, an
individual who is neither attorney nor client is copied on a memorandum between attorney and client, the privilege
does not apply.

73ln re Grand Jury Investigation (Corporation). 974 F.2d 1068, 1070 (9th Cir. 1992) (“the party asserting
the privilege  must make a prima facie  showing that  the privilege  protects  the information the party intends to
withhold”).

“privilege log” describing generally the document for which the claim is being asserted. The
privilege log should contain at least the following information:

1. document control number;
2. type of document (e.g., memo or letter);
3. date of document;
4. author;
5. addressee;
6. nature of the document;
7. individuals to whom the document was copied; and
8. parties to whom the document was actually distributed.74

If the privilege log was prepared in response to a grand jury subpoena for documents, the



prosecutor might seek to have the documents produced to the grand jury in a sealed envelope and
marked as a grand jury exhibit. The prosecutor also might seek in camera review of some or all
of the documents by the district court to determine whether they should be disclosed under the
crime-fraud exception to the attorney-client privilege.

If investigators are executing a search warrant at a location where attorney-client materials
are likely to exist, it is incumbent on the government to have adequate procedures in place to
respect  and  preserve  the  privilege.  Techniques  that  have  been  employed  include:  (1)  court
appointment of a special master to review the potentially privileged documents, and (2) use of a
“taint team” from within the investigative agency or the U.S. Attorney’s Office to review the
documents after their seizure. The taint team must be instructed not to have any contact with the
investigative  team,  to  eliminate  the  possibility  that  privileged  materials  will  be  used  in
furtherance of the criminal investigation.

The acceptability of the latter  approach is still  the subject of some debate. Although no
reported  case  has  found the  use  of  a  taint  team to  be  improper,  several  lower  courts  have
expressed reservations about its use.75 Use of the taint team automatically presupposes disclosure
of  privileged  materials  to  the  government,  albeit  not  to  that  part  that  may make  use of  the
privileged materials. The privilege is designed not to block government access to information,
but rather to encourage individuals and entities to consult freely with and seek the advice of
attorneys.  It  is  unclear  what  chilling  effect,  if  any,  the  use  of  taint  teams  will  have  on  the
proclivity of clients to be candid in their discussion with counsel.

`_______________________________________

74See Dole v. Milonas, 889 F.2d 885, 888 n.3 (9th Cir. 1989).
75See, e.g., United States v. Abbell, 963 F. Supp. 1178, 1199 (S.D. Fla. 1997) (“the assignment of a ‘taint

team’ of Government attorneys and the segregation of the prosecution team of Assistant United States Attorneys and
case  agents  supports  the  determination  that  this  search  was  designed  to  minimize  the  exposure  of  privileged
information. While the concept  of  a  ‘Chinese Wall’  may be ‘chimerical,’  ...  it  is  nevertheless  a  step toward  a
desirable  procedure”);  United States  v.  Neill,  952 F.  Supp.  834,  840 n.13 (D.D.C.  1997)  (“although  the more
traditional approach is to submit contested materials for  in camera review by a neutral and detached magistrate
(for obvious reasons), the case law regarding the government’s ‘taint team’ approach is equivocal,” citing  In re
Search Warrant lor Law Offices, 153 F.R.D. 55 (S.D.N.Y. 1994) (criticizing government’s “walling” procedure),
and United States  v.  Noriega,  764 F.  Supp.  1480 (S.D.  Fla.  1991) (finding no Sixth Amendment violation in
employing procedure). See also United States v. Hunter, 13 F. Supp. 2d 574, 583 (D. Vt. 1998).

c. Waiver of the Privilege

The attorney-client privilege is deemed to be waived if the contents to a communication are
disclosed to a third party. In health care fraud investigations, waiver is often determined to have
occurred with respect to written communications between an attorney and the client that may
have been copied or distributed to others outside the attorney-client relationship.

This waiver of the attorney-client privilege can prove to be a particularly difficult  issue
when a subject of an investigation is in negotiations with the government. If the investigation is
targeting a medical provider, and the provider claims to be relying on advice of counsel, it is



likely that at some point during the investigation or trial the provider will have to waive his or
her attorney- client privilege to convince the prosecutor or the trier of fact that he or she relied on
his or her counsel’s advice in good faith with respect to, for example, billing.76 The subject may
wish to disclose certain attorney-client information to the government, but seek to preserve the
privilege with respect to other parties (such as private insurance companies). Oise law suggests
that attempting it) limit a waiver of the privilege to a potentially adverse party may be risky at
best.77

d. The Crime-Fraud Exception

The primary exception to the attorney-client  privilege is the crime-fraud exception.  The
crime-fraud  exception  provides  that  communications  between  an  attorney  and  a  client  that
further  the  commission  of  a  crime  are  not  protected  by  the  attorney-client  privilege.  The
exception is based on public policy, and, as might be expected, its parameters are often hotly
debated.

One significant aspect of the crime-fraud exception, particularly in health care fraud cases,
is that the attorney does not have to be a knowing party to the crime for the communication to
fall under the crime-fraud exception.78 Thus, the court must sometimes understand enough about
the allegations and the investigation to determine whether a communication between an attorney
and client was part of the client’s scheme to defraud. Such a communication can take the form of
a client seeking legal “cover” for his or her fraudulent practices by obtaining an opinion from his
or her attorney yet failing to fully disclose all relevant facts about his or her practices; or the
client may request

________________________

76See, e.g., United States v. Ortland, 109 F.3d 539, 543 (9th Cir.) (“where a party raises a claim which in
fairness requires disclosure of the protected communication, the privilege may be implicitly waived,” citing Chevron
Corp. v. Pennzoil Co., 974 F.2d 1156, 1162 (9th Cir. 1992)), cert, denied, 522 U.S. 851 (1997).

77See Westinghou.se  v.  Republic  of  Philippines,  951  F.2d  1414  (3d  Cir.  1991)  (holding  that  voluntary
disclosure by Westinghouse to Securities and Exchange Commission and other government investigators constituted
a waiver of attorney client and work product privilege as against all other third parties): Diversified Indus., Inc. v.
Meredith, 572 F.2d 596 (8th Cir. 1977) (en banc) (discussing, but declining to reach, the issue of waiver); Permian
Corp. v. United States. 665 F.2d 1214 (D.C, Cir. 1981) (disclosure of privileged information to government or any
other third party destroys privilege).

78In  re Grand Jury Proceedings (Corporation),  87 F.3d 377, 381 (9th Cir.),  cert, denied,  519 U.S. 945
(1996); United States v. Friedman, 445 F.2d 1076, 1086 (9th Cir.), cert, denied, 404 U.S. 958 (1971).



the  attorney to  prepare  legal  documents  that  give  an  appearance  of  legality  to  a  fraudulent
transaction.  It is not enough, however, for the government to argue that communications fall
within the crime-fraud exception merely because they are relevant to the client’s alleged criminal
or fraudulent activity.79

In  United States v. Zolin.m the U.S. Supreme Court held that in certain circumstances the
contents of allegedly privileged communications themselves could be considered by a court to
determine whether the crime-fraud exception applied.8' The Court established the following two-
step process for making this determination:

[1.] Before engaging in in camera review to determine the applicability of the crime-
fraud exception, “the judge should require a showing of a factual basis adequate to
support a good faith belief by a reasonable person. . .” that  in camera review of the
materials  may reveal  evidence to establish the claim that the crime-fraud exception
applies.
[2.] Once that showing is made, the decision whether to engage in  in camera review
rests in the sound discretion of the district court. The court should make that decision in
light  of  the  facts  and  circumstances  of  the  particular  case,  including  among  other
things, the volume of materials the district court has been asked to review, the relative
importance to the case of the alleged privileged information, and the likelihood that the
evidence produced through  in camera review, together with other available evidence
then before the court, will establish that the crime-fraud exception does apply.82

Note that the Court held that even if a threshold showing is made, the ultimate decision
whether to engage in in camera review rests in the discretion of the district court. Therefore, the
government should limit the volume of materials it submits for in camera inspection, and make a
compelling showing that the exception is likely to apply. To do otherwise is to risk the district
court’s refusal to review the materials in camera, and have that decision upheld on appeal.83

2. Fifth Amendment Privilege

The Fifth  Amendment  to  the  U.S.  Constitution  provides  that  “No person .  .  .  shall  be
compelled  in  any  criminal  case  to  be  a  witness  against  himself.  . . . ”  Where  document
production  is  concerned,  potential  Fifth  Amendment  issues  arise  with  respect  to  the  ad of
producing the documents.

_____________________



79 In re Richard Roe, Inc., 68 F.3d 38, 40 (2d Cir. 1995), and on appeal after remand, 168 F.3d 69 (2d
Cir. 1999); In re Grand Jury Proceedings (Corporation), 87 F.3d 377, 382 (9th Cir.), cert, denied, 519 U.S. 945
(1996).

S049l U.S. 554 (1989).

81“In our view, the costs of imposing an absolute bar to consideration of the communications in camera for
purpose of establishing the crime-fraud exception are intolerably high.” 491 U.S. at 569.

82ld. at 572 (citation omitted).

83See, e.g., In re Grand Jury (Corporation), 974 F.2d 1068 (9th Cir. 1992). A second risk is that the district
court, once in receipt of the government’s factual basis submitted to justify

The right of a subpoenaed party to refuse to produce documents on the grounds that the
mere act of producing the documents would incriminate him or her is known as the “act of
production” doctrine. It is worthwhile to first note those to whom the doctrine does  not apply:
Custodians of records for corporations do not have a Fifth Amendment privilege against self-
incrimination with respect to the production of corporate records.84 The privilege applies only to
the  production  of  personal  records  or  other  documents,  or  to  the  documents  of  a  sole
proprietorship.  Thus  a  sole  practitioner,  or  the  owner  of  an  unincorporated  business,  may
challenge a government records subpoena to the business on the grounds that he or she will be
incriminating him- or herself by authenticating the documents through the act of producing them.

Should a subpoena be challenged on these grounds (generally, through a motion to quash
the subpoena), the government may respond in one of two ways. First, government may oppose
the  quashing  of  the  subpoena  if  it  can  demonstrate  that  the  existence  of  the  recoding  is  a
“foregone conclusion,”85 or that the provider was under an independent obligation to maintain
the records. If the subpoenaed party is under an independent obligation to maintain the records,
the production of  documents  may be compelled  without  regard to  the assertion of  the Fifth
Amendment privilege.86 Alternatively,  the government may decide to seek “act of production
immunity”  from  the  court  for  the  provider.  Once  granted  act  of  production  immunity,  the
subpoenaed party cannot refuse to produce the documents on Fifth Amendment grounds, because
the immunity order states that the government will be prohibited from using the provider’s act of
production against him or her.87

3. Psychotherapist-Patient Privilege

Prior  to  1996,  there  was  no  basis  on  which  to  claim  a  federal  privilege  as  to
communications  between  a  patient  and  any  type  of  physician.  However,  in  1996,  the  U.S.
Supreme  Court,  in  the  case  of  Jaffee v.  Redmond,88 for  the  first  time  recognized  a
psychotherapist-patient privilege over the therapist’s treatment records of the patient.

The extent to which the  Jaffee opinion may be successfully raised in a criminal or civil
prosecution  of  health  care  fraud cases  against  psychotherapists  remains  the  subject  of  some



debate,  for  the  Jaffee case  itself  arose  in  an  entirely  the  in  camera  review,  may  ultimately
disclose those materials to the subject’s counsel over the government’s objection.

_________________________
84United States v. Doe, 465 U.S. 605 (1984).
85Fisher v. United Slates, 425 U.S. 391 (1976). The “foregone conclusion” exception to the act of production

doctrine appears particularly applicable to patient records, as it is a “foregone conclusion” that a provider would
maintain a record of services rendered to a patient that generated a billing to an insurer.

86United States V. Custodian of Records, Southwest Fertility Ctr., 743 F. Supp. 783, 788 (W.D, Okla. 1990)
(acknowledging a "required records” exception to the act of production doctrine because 32 C.F.U. §l99.7(b)(4)(i)
slates that “the office of ‘CHAMPUS . . . may request and shall be entitled to receive information ... relating] to.
treatment, or services . . . ’ ”).

87United States v. Hubbell, 530 U.S. 27 (2000) (holding that the government may not make “derivative use”—
i.e., in obtaining an indictment or preparing for trial—of the immunized testimonial act of producing documents).

ss518 U.S. 1 (1996).
different context. In  Joffre, a police officer was named in a wrongful death suit for shooting a
suspect while on duty. The estate of the deceased sought the officer’s psychotherapy records to
use  against  the  officer  at  trial.  The  Supreme  Court  held  that  the  records  were  privileged
materials.

In a health care fraud prosecution against a provider of services, it might be argued that the
context of the disclosure of records is so different as to render the holding in Jaffee inapplicable.
To the extent that billing records are sought from the provider, the situation appears analogous to
case  law  holding  that  attorney  billing  records  do  not  constitute  privileged  attorney-client
communications. But what if the prosecution also seeks treatment records to show that services
billed were not rendered, or not rendered to the degree stated in the claim (for example, if group
therapy was billed as individual therapy)? Again, the obvious difference between this situation
and Jaffee is that it is the form of the treatment, not the substance, that is sought to be disclosed.
More important, the prosecution seeks the records for use not against the patient, but against the
provider.

Because the justification for the psychotherapist-patient privilege recognized in  Jaffee is
based on the need to avoid a chilling effect on patients confiding openly in their therapists, the
privilege is less likely to be applied by courts in a prosecution of a provider for billing fraud,
where the content of the patient communications is irrelevant to the litigation. To the extent that
inadvertent disclosure of the content of patient communications is unavoidable—as in a situation
where treatment records are physically intermingled with billing records—the problem is more
logistical  than  legal,  and  can  be  addressed  in  a  number  of  ways,  including  segregation  of
documents by a third party, use of patient aliases, or preparation of a summary chart.

Finally, the patient—as the party designed to be protected by the privilege—may elect to
waive  the  privilege.  In  many  instances  the  waiver  may have  been effected  even before  the
investigation of the provider began, by means of the patient’s  signature on the HCFA Form
1500. With respect to Medicare and TRICARF payments. Box 12 of the claim form provides:

PATIENT’S OR AUTHORIZED PERSON’S SIGNATURE: I authorize the release of any



medical  or other information necessary to process this  claim.  I  also request payment  of
government benefits either to myself or to the party who accepts assignment rights.

On the reverse side, the claim form provides:

A  patient’s  signature  requests  that  payment  be  made  and  authorizes  release  of  any
information necessary to process the claim1*9 and certifies that the information provided in
Blocks I through 12 is true, accurate and complete. In the case of a Medicare claim, the
patient’s  signature authorizes any entity to release to Medicare medical  and nonmedical
information,  including  employment  status,  anti  whether  the  person has  employer  group
health insurance, liability, no-fault, worker’s

_______________________

89  An issue does exist whether information "necessary to process the claim” necessarily consists of the same
information typically sought in an investigation regarding the validity of the claim. Processing a claim certainly
could include a review of the validity of the claim. In the context of most claims processing systems, however, such
reviews are typically cursory at test as a prepayment matter.

compensation or other insurance which is responsible to pay for the services for which the
Medicare claim is made.

CHAMPUS  (now  known  as  TRICARE)  regulations  regarding  disclosure  of  patient
information are found in the Code of Federal Regulations. Title 32, Chapter 1 § 199.4(a)(5) and
§ 199.7(b)(5). Section 199.4(a)(5) states in pertinent part:

[as  a  condition  precedent  to  the  provision  of  benefit  hereunder,  CHAMPUS  or  its
CHAMPUS fiscal intermediaries shall be entitled to receive information from a physician or
hospital or other person, institution, or organization. providing services or supplies to the
beneficiary  for  which  claims  or  requests  for  approval  for  benefits  are  submitted.  Such
information or records may relate to the attendance, testing, monitoring, or examination, or
diagnosis of, or treatment rendered, or service and supplies furnished to a beneficiary, and
shall be necessary for the accurate and efficient administration of CHAMPUS benefits.

Further,  the  regulations  state  that  “[disclosure  is  necessary  to  permit  authorized
governmental officials to investigate and prosecute criminal actions.”90

D. Confidentiality Issues

7. Confidentiality of Alcohol and Drug Abuse Patient Records

Records of patients who have received substance abuse treatment in programs receiving
federal  assistance  are  given  a  heightened  levee  of  confidentiality,  and  investigators  and
prosecutors must be aware of their obligations when wishing to obtain access to such records



without first procuring the patients’ consent:

Records  of  the  identity,  diagnosis,  prognosis,  or  treatment  of  any  patient  which  arc
maintained  in  connection  with  the  performance  of  any  drug  abuse  prevention  function
conducted, regulated, or directly or indirectly assisted by any department or agency of the
United States shall, except as provided in subsection (e) of this section, be confidential and
be disclosed only for the purposes and under the circumstances expressly authorized under
subsection (b) of this section.91

______________________________

9032 C.F.R. §l99.4(a)(5)(ii). The congressional authority to promulgate these regulations is authorized by 10
U.S.C. § 1079(d) and 44 U.S.C. §3102. The Ninth Circuit has held that a written agreement to waive an attorney-
client  privilege  does  not  prevent  the  privilege  holder  from  subsequently  claiming  the  privilege,  unless  actual
disclosure  had  already  been  made.  Termenbaum  v.  Deloitte  &  Touche,  77  F.3d  337  (9th  Cir.  1996).
Termenbaum, however, should not apply where a beneficiary submits a claim for payment to his or her insurer for
services allegedly rendered by a health care provider. There, the situation is analogous to a privilege holder who
raises  a  claim  or  defense  in  litigation  that  puts  in  issue  privileged  communications—  a  situation  even  the
Termenbaum court acknowledges gives rise, in the interest of fairness, to a waiver of the privilege despite no
disclosure of the actual communications. 77 F.3d at 341 n.4. Similarly, where a beneficiary assert that treatment has
been rendered justifying payment by the health insurer, fairness dictates that his or her written waiver of privilege
should be enforced.

9142 U.S.C. §290ee-3(a). The parallel regulation governing alcohol abuse patient records is found at 42 U.S.C.
§290dd-3.

Disclosure of records relating to substance abuse treatment without the patient’s consent is
permitted if a federal judge or magistrate determines that such disclosure is justified by “good
cause.”92 The federal regulations implementing the statute are found at 42 C.F.R. §§2.1-2.67.
Included  in  those  implementing  regulations  is  the  procedure  by  which  investigators  and
prosecutors should obtain court authorization for disclosure of substance abuse records for the
purpose of investigating and prosecuting the provider of services.93

Absent  significant,  compelling  facts,  disclosure  or  use  of  patient  records  to  criminally
investigate or prosecute a patient is not permitted.94

______________________________

9242 U.S.C. §290dd-2(b)(2)(C). The section states:
Whether or not the patient, with respect to whom any given record referred to in subsection
(a) of this section is maintained, gives his written consent, the content of such record may be disclosed as
follows: .  .  .  (C) If  authorized by an appropriate  order  of a court  of competent jurisdiction granted after
application showing good cause therefor. In assessing good cause, the court shall weigh the public interest and
the need  for  disclosure  against  the  injury  to  the  patient,  to  the  physician-patient  relationship,  and  to  the
treatment  services.  Upon  the  granting  of  such  order,  the  court,  in  determining  the  extent  to  which  any



disclosure  of  all  or  any  part  of  any  record  is  necessary,  shall  impose  appropriate  safeguards  against
unauthorized disclosure.
9342 C.F.R. §2.66 provides:
(a) Application. (1)  An  order  authorizing  the  disclosure  or  use  of  patient  records  to  criminally  or
administratively investigate or prosecute a program or the person holding the records (or employees or agents
of that program or person) may be applied for by any administrative, regulatory, supervisory, investigative,
law enforcement, or prosecutorial agency having jurisdiction over the program’s or person’s activities.

(2) The application may be filed separately or as part of a pending civil or criminal action against a
program or the person holding the records (or agents or employees of the program or person) in which it
appears that the patient records are needed to provide material evidence. The application must use a fictitious
name,  such  as  John Doe,  to  refer  to  any  patient  and  may not  contain  or  otherwise  disclose  any  patient
identifying information unless the court has ordered the record of the proceeding sealed from public scrutiny
or the patient  has  given written consent  (meeting the requirements  of  §2.31 of these regulations)  to  that
disclosure.
(b) Notice not required. An application under this section may, in the discretion of the court, be granted
without notice. Although no express notice is required to the program, to the person holding the records, or to
any patient whose records are to be disclosed, upon implementation of an order so granted any above persons
must be afforded an opportunity to seek revocation or amendment of that order, limited to the presentation of
evidence on the statutory and regulatory criteria for the issuance of the court order.
(c) Requirements for order. An order under this section must be entered in accordance with, and comply
with the requirements of paragraphs (d) and (e) of §2.64 of these regulations.
(d) Limitations on disclosure and use of patient identifying information. (1) An order entered
under  this  section  must  require  the  deletion  of  patient  identifying  information  from any document  made
available to the public.

(2) No information obtained under this section may be used to conduct any investigation or prosecution
of a patient, or to be used as the basis for an application for an order under §2.65 of these regulations.
94To use the records for this purpose, the prosecution must obtain a prior court order.  42 C.F.R. §2.65(a).

Before a court may issue an order permitting such use, it must find all of the following: (1) that the crime involved is
“extremely serious” threatening “loss of life or serious bodily injury”; (2) that there is a reasonable likelihood that
the  records  will  disclose  information  of  “substantial  value”  regarding  such  crimes;  (3)  that  other  methods  of
obtaining the information would not be effective or are not available; (4) that the potential injury to the patient or the
physician-patient relationship is outweighed by the public interest and the need for the disclosure;

The definitions of the statutory terms suggest that the confidentiality requirements apply
to virtually any provider, whether individual or institutional, where substance abuse treatment is
a  stated  part  of  the  program93 and  reimbursement  or  funding  is  received  from  any  federal
assistance program. “Patient” is defined in pertinent part as “any individual who has applied for
or been given diagnosis or treatment for alcohol or drug abuse at a federally assisted program.
and “records” is  defined as  “any information,  whether  recorded or  not,  relating  to a  patient
received or acquired by a federally assisted alcohol or drug program.”97

Although the regulations governing disclosure of records for purposes of investigating a
provider  do  not  require  advance  notice  to  the  provider  or  the  patient,  the  regulations  do
specifically require that following such a court- authorized disclosure, the treatment program, the
person holding the records, and the patient must be given notice and an opportunity to challenge
the  statutory  and  regulatory  criteria  used  to  issue  the  court  order.98 In  health  care  fraud
investigations in the past, the notice requirement has been satisfied by and (5) that if the persons
seeking the disclosure order are in law enforcement, the persons holding the records have been
afforded the opportunity to be represented by independent counsel. 42 C.F.R. §2.65(d)(l) -(5).



97“Program” is defined in 42 C.F.R. §2.11 to mean:
(1) An individual or entity (other than a general medical care facility) who holds itself out as providing, and

provides, alcohol or drug abuse diagnosis, treatment or referral for treatment; or
(2) An identified unit within a general  medical facility which holds itself out as providing, and provides,

alcohol or drug abuse diagnosis, treatment or referral for treatment; or
(3) Medical personnel or other staff in a general medical care facility whose primary function is the provision

of alcohol or drug abuse diagnosis,  treatment or referral  for treatment and who are identified as such
providers.
%42 C.F.R. §2.1 I.
‘''“Federal assistance” is defined in 42 C.F.R. §2.12(b) as follows:
An alcohol abuse or drug abuse program is considered to be federally assisted if:

(1) It is conducted in whole or in part, whether directly or by contract or otherwise by any department or
agency of the United States (but sec paragraphs (c)(1) and (c)(2) of this section relating to the Veterans'
Administration and the Armed Forces);

(2) It  is being carried out under a license, certification, registration, or other authorization granted by any
department or agency of the United States including but not limited to:
(i) Certification of provider status under the Medicare program;
(ii) Authorization to conduct methadone maintenance treatment (see 21 C.F.R. §291.505); or

(iii) Registration to dispense a substance under the Controlled Substances Act to the extent the controlled
substance is used in the treatment of alcohol or drug abuse;

(3) It is supported by funds provided by any department or agency of the United States by being:
(i) A recipient of Federal financial assistance in any form, including financial assistance which does not

directly pay for alcohol or drug abuse diagnosis, treatment, or referral activities; or
(ii) Conducted by a State or local government unit which, through general or specific revenue sharing or

other forms of assistance, receives Federal funds which could be (but are not necessarily) spent for
alcohol or drug abuse program; or

(4) It is assisted by the Internal Revenue Service of the Department of the Treasury through the allowance of
income tax deductions for contributions to the program or through the granting of tax exempt status to the
program.
9842 C.F.R. §2.66(b).

either letters to individual patients or publication of a notice in a local newspaper with readership
commensurate with the community from which the targeted provider’s patient base was drawn.

The provisions regarding confidentiality of drug and alcohol abuse records may affect the
use of an undercover agent" or informant100 by law enforcement. First, the information obtained
from such investigative techniques may not be used in connection with the criminal investigation
or prosecution of any patient.101 Second, before such investigative techniques may be used to
criminally investigate employees or agents of a drug or alcohol abuse counseling program, the
prosecution must obtain prior court approval.102 Unless the prosecution can demonstrate that the
program director103 is involved in the criminal conduct104  or that the director,  if notified,  will
intentionally  or  unintentionally  disclose  to  the  subjects  of  the  investigation  the  proposed
placement  of  the  undercover  agent  or  informant,105 the  prosecution  must  give  the  program
director adequate notice of the application to use this law enforcement investigative technique
and  an  opportunity  to  appear  and  be  heard  on  the  application.106 A  court  may  allow  the
application only if it concludes that good cause to do so exists.107 If the court finds good cause, it
may issue an order approving the placement for no more than six months.108 That order must
prohibit the undercover agent or informant from disclosing to the prosecutors (or anyone else)
any  patient  identifying  information  obtained  from  the  placement  “except  as  necessary  to
criminally investigate or prosecute employees or agents of the program.”109



The prosecutor should carefully consider the practical implications of these regulations in
using an undercover agent or informant. Although the regulation speaks to “placement” of such
an individual, a likely scenario is that a potential informant is already “in place”—that is, an
individual  approaches  investigators  and  prosecutors  with  information  about  ongoing  or  past
criminal  activity  by employees  of  a  program.  In  that  event,  prior  to  the  disclosure  of  such
information, government counsel would be well-advised to obtain a court order permitting not
only the future use of the informant, but also full debriefings of the informant regarding past
information obtained or learned by the informant before working with the criminal investigation.

_________________

99”Undercover agent” is defined in 42 C.F.R. §2.11.

100Informant” is defined in 42 C.F.R. §2.11.

10142 C.F.R. §2.17(b).

10242 C.F.R. §2.67(a).

103“Program director” is defined in 42 C.F.R. §2.11.

10442 C.F.R. §2.67(b)(l).

10542 C.F.R. §2.67(b)(2).

10642 C.F.R. §2.67(b).

10742 C.F.R. §2.67(c). 42 C.F.R. §2.67(c)(l) -(3).



10842 C.F.R. §2.67(d)(1)— (2).
10942 C.F.R. §2.67(3).

In any prosecution of employees or agents of a program, counsel for the defense should inquire
regarding the use of informants and seek to obtain all relevant pleadings and court orders.

2. Patient Confidentiality Under State Law

Healthcare professionals like CLIENT who have received subpoenas for patient records
from federal law enforcement authorities—whether it be a grand jury subpoena, an inspector
general subpoena, or an All)—are often concerned that by responding to the subpoena they will
be exposing themselves to civil liability for violating state patient confidentiality laws. Although
the Supremacy Clause of the U.S. Constitution makes it clear that federal law lakes supremacy
over state law, and although federal law does not recognize a blanket  patient  confidentiality
privilege, this simple truism is of little comfort to the provider (and his or her attorney) who
envisages lawsuits by angry patients.

A common  compromise  in  such  situations  is  to  petition  the  federal  district  court  to
summarily enforce the subpoena. The summary enforcement is usually accomplished by having
the government file a petition with the district court110  setting forth the facts surrounding the
issuance of the subpoena, the willingness of the subpoenaed party to comply with the subpoena,
and the concerns of the subpoenaed party regarding civil liability. The petition should include a
signed stipulation by the parties as to the facts set forth in the petition and the desire of the
parties that the court sign an order compelling production of the subpoenaed documents. In most
cases, providers have been satisfied that an order of a federal district court judge to comply with
a subpoena is sufficient protection against civil liability for disclosing patient information.

E. Search Warrants

When a search warrant is executed, people sit up and take notice. For the prosecution, the
execution  of  a  search  warrant  often  represents  a  turning  point  in  an  investigation.  The
investigative team has gathered enough facts to articulate in an affidavit that there is probable
cause to believe that a crime has been committed and that evidence of the crime will be found at
the search site. The affidavit and search warrant have passed judicial muster.

For the subject of the investigation, the execution of a search warrant is sometimes the
first sign that he or she is definitely the target of a criminal investigation. And, although it is not
always  the  case,  subjects  of  an  investigation  and their  attorneys  can  infer  from the  judicial
approval of the warrant application and the likely state of the criminal investigation that criminal
charges against one or more individuals and entities will ensue.

Search warrants are rooted in the Fourth Amendment to the Constitution, which provides in
its entirety:

The right of the people to be secure in their persons, houses, papers, and effects,
against unreasonable searches and seizures, shall not be violated, and no Warrants shall
issue, but upon probable cause, supported by Oath or affirmation, and ""In the case of a
grand jury subpoena, the petition should be filed under seal, particularly describing the



place to be searched, and the persons or things to be seized.

Thus, an investigative agent must show probable cause that evidence of a crime will be
found at the search site, and must particularly describe the place to be searched and the items to
be seized. Nothing more, nothing less.

Although  not  required  by  law,  federal  search  warrants  are  almost  always  prepared  by
investigators in consultation with a federal prosecutor. The search warrant itself is a document
that  describes  the  federal  agency or  agencies  that  are  authorized  to  conduct  the  search,  the
location and description of the place to be searched, and the items to be seized.  The search
warrant also sets forth the criminal statutes that there is probable cause to believe have been
violated. The facts supporting the judicial finding of probable cause are set forth in an affidavit
that  has  been sworn to  under  oath  by a  peace  officer.  The search  warrant  affidavit  may be
attached to the search warrant, which is required by law to be left  at the search site; or, the
affidavit may have been sealed by the court at the government’s request, whereupon only the
search warrant itself will be left at the search site. In addition to the information set forth in the
warrant, the affidavit will typically set forth a detailed narrative of the evidence obtained up to
that point by the investigation; thus, premature disclosure of the affidavit  could significantly
compromise the ongoing investigation.

1. Probable Cause

The complexities of prosecuting and defending a health care fraud case are equally present
with regard to the execution of search warrants in such a case. Where the place to be searched
involves a business or corporation, as most health care fraud searches do, the potential evidence
of crime can be pervasive. Remember that most health care fraud cases are at their core financial
crimes that involve patient services and the many documents normally created in that endeavor:
claim forms, billing systems, checks, and routine financial records. Bear in mind also that most
health care fraud cases involve systematic practices that generate large losses to the payer out of
multiples  of small  claims.  To the extent  that  an allegation states that  a health  care business
engages in  systematic  fraudulent  practices,  more items must  be seized in  the execution  of a
warrant at the subject’s business to establish the pervasive nature of the crime.

Consider the case of a defense contractor that is cheating on a $4 million contract with the
U.S. Navy by overstating subcontractor  costs on its  payment  claims to the government.  The
government would likely confine the scope of its search warrant to the documents relating to the
contract in question,  along with financial  records relating to the contractor’s overall  business
from that time period.

Now consider the case of a physician who has received $4 million from Medicare but is
suspected of having upcoded the services provided, falsified patient complaints, skimmed cash
from the practice, and received kickbacks from a local medical equipment company. Unlike the
defense contractor example, the average charge to Medicare per patient in the health care fraud
case rarely exceeded $2,000. Already,  the health  care fraud search warrant will  likely entail
seizure of all Medicare patient files, the physician’s billing system (most likely contained on



computer), copies of submitted claims and patient scheduling information, personal and business
financial  records, all communications with Medicare or its contractors, and so forth. In other
words, when fraud is based on multiples of relatively small transactions, the number of items that
must be seized usually multiplies correspondingly.

That many health care fraud schemes are pervasive in nature, however, does not excuse the
government from staling with as much particularity as possible the items to be seized under the
warrant. In United States v. Abrams,111  the U.S. Court of Appeals for the First Circuit affirmed
the district court’s suppression of evidence seized in a search of a physician’s office. The First
Circuit  held that  the  search  warrant,  which authorized  agents  to  seize  “certain  business  and
billing and medical records of patients of Doctors Abrams, London, Braun, and Abrams, London
and  Associates,  Inc.  which  show actual  medical  services  performed  and  fraudulent  services
claimed to have been performed in a scheme to defraud the United States and to submit false
medicare and medicaid claims for payments,”112 was overbroad. The court noted that the warrant
lacked a time frame for the records to be seized, and gave the executing agents no guidance as to
how to distinguish between fraudulent documents and nonfraudulent ones.113

The court offered some guidance regarding what it observed to be a “continuing” problem
with searches of voluminous medical records:

[I]f  an  affidavit  contains  an  averment  by  an  employee  that  fraudulent  practices  were
regularly pursued during his or her employment, and the term of such employment is set
forth,  the warrant  could authorize  the seizure  of  all  records  of  Medicare  and Medicaid
services  billed  and  purportedly  performed  during  that  period.  .  .  [I]f  the  means  of
identification required some analysis and matching, e.g., by comparing patients’ invoices
with records of actual tests performed, this is a sufficient guarantee of particularity.114

Courts also have recognized that the habits and customs of ongoing business practices can
be reflected in search warrant applications. For example, in United States v. Hooshmand,115 the
Eleventh Circuit rejected a defendant’s challenge that a search warrant was stale because the last
informant had left the defendant’s employment 11 months earlier, noting that “[when the alleged
criminal  activity is  ongoing ...  it  is  unlikely that the passage of time will  dissipate  probable
cause.”116 Where the facts demonstrate a pervasive scheme to defraud, a search warrant need not
be limited to the patient files identified in the affidavit.117

__________________________________________________

111613 F.2d 541 (1st Cir. 1980).
112 Id. at 542.
113Id. at 543.



114Id. at 545.
115931 F.2d 725 (11th Cir. 1991).
116Id. at 735.
117ld. at  736  n.12  (“‘[In  cases  involving  a  pervasive  scheme to  defraud,  all  the  business  records  of  the

enterprises may properly be seized,’”  quoting United States v. Sawyer,  799 F.2d 1494, 1508 (11th Cir. 1986),
cert, denied, 479 U.S. 1069 (1987)).
One advantage for the prosecutor (and disadvantage for the fraudulent health care provider) is
that regulatory agencies can be a rich source of information for search warrant affidavits. In
United  States v.  Brown, a  pharmacist  and  pharmacy  were  convicted  of  fraud  against  the
Medicaid program.119 During the course of the investigation, the Medicaid fraud director from
the state attorney general’s office and a pharmacist employed by the Medicaid program entered
the defendant’s pharmacy and advised that they wished to review certain books and prescription
records. Their review later became the basis of a search warrant. The district court denied the
defendants’ motion to suppress based on a warrantless search, and the appellate court agreed.
“We see no constitutional infirmity in the government requiring a provider to agree to maintain
records of Medicaid transactions and to permit periodic audits of those records as a condition for
participation  in  the  Medicaid  Program.”120 Thus,  when  a  provider  assumes  contractual
obligations  pursuant  to  his  or  her  participation  in  a  health  insurance  program,  information
appropriately obtained by the insurer may later be incorporated into a search warrant.

2. Execution of the Warrant

For both the government and defense counsel, dealing with the logistics of search warrants
in most health care fraud cases is a major undertaking. In recent years, federal search warrants
have  been  executed  at  the  premises  of  virtually  every  type  of  health  care  provider,  from
individual offices of sole practitioners to large hospitals. Despite the variety of targets, these
searches have many issues in common, in that all of them entail document searches of businesses
providing medical services to patients.

The manner in which a search warrant is executed and the conduct of both government
agents and defense lawyers who are called to the scene have been the subject of much heated
debate among lawyers who practice in the health care fraud field. Although incidents may have
occurred that some practitioners find offensive, and improvement could be made in the style in
which the parties carry out their duties, the fact is that no reported health care fraud case to date
has had a conviction reversed based on the manner in which a search warrant was executed (as
opposed  to  the  suppression  of  evidence  seized  pursuant  to  an  overbroad  warrant,  or  the
suppression of evidence seized that fell outside the scope of the warrant).

When preparing or evaluating a search warrant in a health care fraud case, the following
issues should be considered:

a. Potentially Privileged Materials at the Search Site

Depending on the occupation of the subject of the search and information that the pre-
search investigation has yielded, there may be reason to believe
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118763 F.2d 984 (8th Cir.), cert, denied, 474 U.S. 905 (1985).
119 42 U.S.C. §l396h(a)(l)(i).
I20  763 F.2d at 987-88. The court noted that the Arkansas Medicaid statute provided: ‘‘No person shall be

eligible to receive any payment  from the Arkansas  Medicaid Program .  .  .  unless such person has,  in writing,
authorized the Commissioner of Arkansas Social Services to examine all records for the purpose of investigating
whether any person may have committed the crime

that  documents  containing  privileged  information  will  be  located  at  the  search  site.  These
potentially privileged materials might include documents reflecting or containing advice from
counsel  on  billing  and  other  matters;  documents  that  contain  or  evidence  the  substance  of
privileged communications between a patient and a psychotherapist; and documents that contain
evidence of or refer to the provision of drug and alcohol abuse treatment to patients serviced by
the provider (or by some other provider). The potential presence of such privileged documents
presents a significant complicating factor that must be considered in the decision to seek a search
warrant, by the court in issuing the warrant, and by law enforcement officers in establishing
appropriate procedures for execution of the warrant.

b. Computers at the Search Site

Almost all businesses today use computers in some capacity. Whether the computer at the
search site is a simple desktop, a computer linked to a local area network, or a computer with full
server capacity, the search warrant should make provision for search of the computer system and
the searching agents should have the expertise and be equipped with the technology to execute
the  search.  Options  for  searching  computers  include  seizing  the  hardware  and  software  for
downloading off-site, with a provision in the warrant for return of the equipment;12' creating a
“mirror image” of the hard drive at the search site (thereby eliminating the need to seize the
hardware); executing the search warrant after normal business hours to minimize the disruption
with ongoing business activities or ongoing patient care; and reviewing the data contained on the
computer at the search site.

The concerns regarding the potential  for privileged materials  apply equally to computer
searches, and the same precautions used with hard copy documents should be undertaken when
reviewing computers files to preserve legitimate claims of privilege.

c. Access to Patient and Financial Records

Where law enforcement agents are searching a medical office or entity and expect that the
business will continue to operate after the search warrant is executed, provisions may have to be
made for the provider to obtain access to copies of documents necessary for its ongoing business.
Therefore,  prior  to  execution  of  the  search,  the  investigative  team should  design  a  system
whereby patient records, billing records, and financial records can be easily retrieved and copied.
Thereafter,  the  subject  of  the  search  should  contact  the  government  to  obtain  access  to  the
records for copying (usually in the form of a copy service that can bring a portable copy machine
to the place where the government has stored the seized documents).

This  is  an  issue  requiring  significant  logistical  preparation.  Although  disruption  of  a
business’ activities is a necessary and logical side effect of the of Medicaid fraud, or for use or
for potential use in any legal, administrative or judicial proceeding.” Id. at 988.
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l2lSeizing  the  hardware  is  sometimes  the  only  option  available  if  the  computer  programs  are  password
protected.

3. Photographs and Videotapes

Some investigative agencies photograph or videotape the search site during the execution of
the search. Reasons for this practice vary, but two common ones are that: (1) the agency wishes
to protect itself from allegations that it destroyed the premises during the execution of the search,
and (2) the agents want a visual record of the location of various items when they were seized.
Despite  arguments  that  photographs  or  videotapes  are  not  authorized  by  the  warrant  and
therefore  constitute  outrageous  government  conduct,  no  search  or  indictment  has  ever  been
disallowed on these grounds. Indeed, a literal reading of the Fourth Amendment suggests that
mechanically  recording  a  visual  image  during  execution  of  a  search  warrant  is  not
unconstitutional, in that no “thing or person” is seized.

4. Interviews

When agents enter a medical provider’s business premises armed with a search warrant,
they can properly interview the employees of the business, if those employees are not known to
be represented by counsel, while the search is being executed. Again, no reported case has ever
invalidated a witness statement obtained in this manner, nor does there appear to be any sound
constitutional basis on which to criticize this practice.

5. Length of Search

The myriad of issues presented in a search of even the simplest  medical fraud case can
result in a time-consuming search process. There are no clear constitutional limits to the time it
takes to carry out a thorough search authorized by law. Some defense counsel, unenthusiastic
about the prospect of their clients having to play host to teams of agents wearing raid jackets for
more than a few hours, have agreed to allow agents to remove large sets of documents (e.g.,
patient files) and later return those determined not to fall within the scope of the warrant.

In United States v. Abrams,'22 the First Circuit offered some guidance for agents undertaking
the sometimes painstaking task of executing a search warrant for documents:

Should the process be deemed too disruptive by the occupant of the premises, he would
have the option of agreeing that documents or copies thereof be taken from the premises for
the necessary scrutiny. In other words, the person whose premises are to be searched could
insist on a search in situ rigorously restricted to the directions in the warrant, with the right
to consent to means less physically disruptive.123
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l22615 F.2d 541 (1st Cir. 1980). 

123Id. at 545.

Federal Rule of Criminal Procedure 41(e) provides for the filing of a motion for return of items
seized during the execution of a search warrant.124 Such motions are normally granted only after
the conclusion of a case. In rare instances, however, a motion for return of seized property might
be granted where it can be shown that the property was illegally or improperly taken.

In Ramsden v. United States,125 the Ninth Circuit held that although district courts have
the power to entertain motions to return property seized by the government when no criminal
proceedings are pending against the movant, such motions are civil equitable proceedings, and a
district court should exercise “caution and restraint” before assuming jurisdiction.126 The extent
to which searching agents adhere to strict, well-controlled search procedures, especially in regard
to the seizure and review of privileged materials and in the nonseizure of materials not described
in the warrant, will be relevant in any such proceeding.

F. Trash Runs

When trash is placed on the street to be collected by the city or a private trash collection
agency, the contents of the trash is deemed to be abandoned and therefore can be taken without a
search warrant. So-called “trash runs” can yield a great deal of useful evidence in health care
fraud cases, including financial and billing information. In health care fraud cases, information
gleaned from trash runs also can help establish probable cause to search a subject’s home. For
example, if the search warrant affidavit established probable cause to believe that billing records



and patient tiles of a physician can be seized as evidence of a crime, evidence from a residential
trash run showing that the physician sometimes reviews patient files or billings at home will help
establish probable cause to search the physician’s home as well.

G. Obtaining Documents from Witnesses

Investigators often will ask witnesses whether they have any documents in their possession
that might prove helpful to the investigation. Receiving documents or other items from witnesses
is not problematic when the witness was never or is no longer employed by the target. Agents
and investigators

____________________________________

I24FBD. R. CRIM. P. 41(e) provides:
A person aggrieved by an unlawful search and seizure or hy die deprivation of property may move the district
court for the district in which the property was seized for the return of the property on the ground that such
person is entitled to lawful possession of the property. The court shall receive evidence on any issue of fact
necessary to the decision of the motion. If the motion is granted, the property shall he returned to the movant,
although reasonable  conditions may be imposed to  protect  access  and use of the property in  subsequent
proceedings. If a motion for return of property is made or comes on for hearing in the district of trial after an
indictment or information is filed, it shall be treated also as a motion to suppress under Rule 12.

I25 2 F.3d 322 (9th Cir. 1993), cert, denied, 511 U S. 1058 (1994).
I26 rf. at 324, citing Kitty’s E. v. United States, 905 F.2d 1367, 1370 (10th Cir. 1990).

must be aware, however, that they cannot use witnesses to circumvent the Fourth Amendment
requirement that items can be seized only pursuant to a duly authorized search warrant.

In  practice,  many  agents  and  prosecutors  follow  a  “one-bite-at-the-apple”  rule  with
witnesses who are still employed by a provider suspected of committing fraud. That is, if the
witness comes forward voluntarily to speak with investigators and already has documents in his
or her possession to corroborate the allegations, the agents may take the documents from the
witness. However, once the witness has contact with the government, the best course of action is
for the government agent to instruct the witness not to remove or copy any other documents from
the  workplace.  The  witness  may  make  observations,  take  notes,  and  report  the  location  of
documents to government agents so that the information can later be used in an affidavit for a
search warrant, but nothing belonging to the employer should be removed from the premises to
further the investigation at the express or implied request of the government.

The cautionary warnings to avoid violating the Fourth Amendment apply across the board,
to qui tain relators, informants, undercover agents, and ordinary witnesses alike.



H. Witness Testimony

Almost all law enforcement investigations employ witness interviews. Investigative agents
sometimes interview witnesses at the outset of an investigation to determine whether a crime has
even  occurred.  At  other  times,  such  as  when  the  subject  is  unaware  of  the  investigation,
investigators  may  postpone  witness  interviews  until  the  covert  stage  of  the  investigation  is
complete.

Witness interviews take place  in a noncustodial,  voluntary setting.  The witness and the
agent typically agree to meet at a mutually convenient location, such as the witness’s home or
workplace,  a  coffee  shop,  or  the  investigative  agent’s  office.  If  the  interview  occurs  in  a
noncustodial setting and the witness is free to terminate the interview at any time, the agent need
not read Miranda rights to the witness. Although most witness interviews are prearranged, these
interviews need not be. In some instances, investigative agents may approach several witnesses
simultaneously for spontaneous interviews.

Agents  also  may  decide  to  approach  the  subject  of  the  investigation  for  a  voluntary,
noncustodial interview. Again, the circumstances of the interview— not the status of the person
being questioned as a subject or a mere witness— determines the necessity of  Miranda rights.
Agents are not required to read Miranda rights to someone who is not in a custodial setting, even
if the individual is the subject of the investigation.

7. Contacting Represented Persons or Parties

If counsel for a corporation knows or suspects that the company is under investigation, how
widely can counsel cast his or her net of representation? In some instances, corporate counsel
claims to represent all employees of the corporation, past and present, such that no employee is
to be contacted directly by law enforcement personnel. This assertion is often predicated upon
the claim that because the employee,  past  or present,  may be able to make a binding  “party
admission” for the corporation, he or she is represented by the corporation's counsel. Such claims
have traditionally been greeted with some skepticism by prosecutors, who—especially where
large corporations are concerned—are disinclined to recognize the existence of an attorney-client
relationship between corporate counsel and employees who have never met or talked to counsel.

Until recently,  most prosecutors encountering a claim of representation of employees by
corporate counsel have accepted the claim as to those employees who fall within the “control
group” recognized by the U.S. Supreme Court in  Upjohn v.  United States.'2'' In  Upjohn, the
Supreme Court acknowledged a member of a "control group” to be one who “is in a position to
control or even to take a substantial part in a decision about any action which the corporation
may take upon the advice of the attorney [for the corporation].”128 Thus, law enforcement usually
will not directly contact the president or head of the company, vice presidents, board of directors,
or senior managers where corporate counsel has made a claim of representation. That is, contact
with those employees will be made only after notice to corporate counsel and with counsel’s
consent.

However,  prosecutors  traditionally  have  been less  willing  to  accept  corporate  counsel’s
general claim of representation with respect to employees who fall outside the control group as



defined in Upjohn. Prosecutors have adopted a variety of approaches for dealing with such broad
claims of representation. In some instances, prosecutors have requested that counsel claiming to
represent all employees of a corporation list by name all those individuals counsel claims to
represent. The prosecutor will then instruct the investigating agent that he or she may approach
the potential witness, but prior to commencing that interview should inform the witness that a
claim of representation has been made and inquire whether the witness is in fact represented by
counsel.  In other  cases,  prosecutors  have simply instructed investigating  agents  that  prior  to
interviewing an employee witness, the agent should inquire whether the witness is represented by
an attorney. If the witness says no, the interview may proceed. This latter approach is based on
the (not unreasonable) assumption that the existence of an attorney-client relation relationship is
doubtful where the “client” is unaware that he or she is even represented by counsel.

In recent years, the debate has become more formalized. Most state bars have promulgated
rules prohibiting attorneys or their agents from contacting individuals or parties known to be
represented  by  counsel  on  the  subject  on  which  the  interview  is  sought.  The  scope  of  the
prohibition, and its applicability in the law enforcement context, continues to be a holly debated
issue.

On September 6, 1994, regulations took effect governing contacts with represented persons
and parties by DOJ attorneys and individuals acting at the direction of those attorneys in criminal
or civil law enforcement investigations or proceedings.129 The status of the regulations has been
thrown  into  uncertainty  by  the  passage  of  the  Omnibus  Consolidated  and  Emergency
Supplemental
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127 449 U.S. 383 (1981).
128Id. at 390 (citing Philadelphia v. Westinghouse Elec. Corp., 210 F. Supp. 483 (E.D. Pa. 1962), petition

for mandamus and prohibition denied sub nom. General Elec. Co. v. Kirkpatrick, 312 F.2d 742 (3d Cir.
1962), cert, denied, 372 U.S. 943 (1963)).

I29 28 C.F.R. pt. 77
Appropriations Act,1’0 which took effect on April 19, 1999. Division A, §801, of the Act enacted
28  U.S.C.  §530B,  titled  “Ethical  Standards  for  Federal  Prosecutors.”  The  statute  states  as
follows:

(a) An attorney for the Government shall be subject to Slate laws and rules, and local
Federal court rules, governing attorneys in each Slate where such attorney engages in that
attorney’s duties, to the same extent and in the same manner as other attorneys in that State.

(b) The Attorney General shall make and amend rules of the Department of Justice to
assure compliance with this section.

(c) As  used  in  this  section,  the  term  ‘attorney  for  the  Government’  includes  any
attorney  described  in  section  77.2(a)  of  part  77  of  title  28  of  the  Code  of  Federal
Regulations and also includes any independent counsel, or employees of such a counsel,
appointed under chapter 40.

Enactment  of  28  U.S.C.  §530B  thus  makes  state  ethical  rules  regarding  contacts  with
represented persons or parties binding on prosecutors. Because these rules vary from state to



state, no single uniform rule governs all DOJ attorneys with respect to contacting represented
witnesses,  patties,  or  targets.  Given the  multijurisdictional  nature  of  many health  care  fraud
investigations, this law is likely to have a chilling effect on prosecutors’ willingness to authorize
interviews of employees of corporations with corporate counsel.

2. Grand Jury Testimony

Unquestionably  one  of  the  greatest  powers  of  the  federal  prosecutor  is  the  ability  to
subpoena—or even immunize and compel—witness testimony before the grand jury. A grand
jury  subpoena  for  witness  testimony,  like  a  subpoena  for  documents,  is  national  in  scope.
Personal service of the grand jury subpoena is required for the subpoena to be enforced; the
subpoena is usually served by an agent of the agency investigating the case. The government
reimburses the witness for travel, housing, and per diem expenses, if necessary.

A witness who receives a grand jury subpoena for testimony may choose to retain counsel
to represent him or her in the grand jury proceedings. The attorney should look at the subpoena
and determine the name of the prosecutor directing the investigation, which should be listed on
the face of the subpoena. Usually, the witness’s attorney will contact the prosecutor to attempt to
determine the subject matter of investigation and the scope of the anticipated testimony.

Most attorneys also will inquire whether the client is a target or subject of the investigation,
or  merely  a  witness.  This  inquiry  is  important  to  the  attorney  for  purposes  of  determining
whether  the  client  should  assert  a  Fifth  Amendment  privilege  against  self-incrimination  and
decline to testify. It also is important for the attorney to recognize that the prosecutor’s answer,
no matter what it is, is almost always conditional and subject to change. Thus, a prosecutor may
indicate that a witness is not a subject or a target “at this time” or “based upon information now
known  to  the  government,”  but  things  may  be  different  further  along  in  the  grand  jury’s
investigation.  It  also  is  common  for  prosecutors  to  advise  all  witnesses  in  the  grand  jury,
regardless of their

_________________________

130Pub. L. No. 105-277, 112 Stat. 2681 (Oct, 21, 1998).
status as a target, subject, or merely a witness, of their right under the Fifth Amendment not to
incriminate themselves, and their Sixth Amendment right to advice of counsel.

A common misperception is that the target of a grand jury investigation will not be indicted
before he or she has received a so-called “target letter,” informing him or her of his or her status
as a target and inviting him or her to testify or otherwise present evidence to the grand jury.
Nothing could be further from the truth.  Although some prosecutors employ target letters  in
particular types of cases or in certain circumstances, use of such letters tend to be the exception
and not the rule. In health care fraud prosecutions, there is no right under any statute, regulation,
or policy for a potential defendant to receive a target letter prior to indictment.

None of the above is  meant  to suggest  that  a Fifth  Amendment claim should be made
lightly or without regard to the expected nature of the questioning or the witness’s testimony. A



blanket claim of Fifth Amendment privilege without a good-faith basis may evoke a challenge
from the  prosecutor,  which  ultimately  could  lead  to  a  hearing  before  a  district  court  judge.
Theoretically, claims of privilege should be assessed on a question-by-question basis, with the
witness entitled  to assert  a  Fifth  Amendment  claim only as to those questions  to  which  the
witness is reasonably likely to incriminate him- or herself by answering. Taken to its extreme,
this  scenario entails  a question being asked by the prosecutor  in the grand jury;  the witness
requesting an opportunity to consult with his or her attorney outside the grand jury room; and the
witness  returning  to  the  witness  stand  after  the  consultation  and  asserting  his  or  her  Fifth
Amendment right. It is highly unusual for grand jury proceedings to reach this level of back-and-
forth. In most instances, a prosecutor will accept a witness’s claim of privilege if it is reasonably
likely that his or her testimony may involve self-incrimination.

If  a  grand  jury  witness  does  assert  his  or  her  Fifth  Amendment  right  against  self-
incrimination, the prosecutor must make a decision. He or she may decide to forgo the witness’s
testimony for the time being, if he or she believes that there is a possibility that the witness may
develop into a target of the investigation. Or, the prosecutor may value the witness’s potential
testimony enough that he or she is willing to seek immunity for the witness, for all practical
purposes ending the possibility that the witness could ever be prosecuted for the matters for
which his or her testimony is sought.

Although non-prosecution is usually the practical result of federal immunity, practitioners
in criminal law should note that federal immunity is use immunity, not transactional immunity.
This means that the witness’s words in the grand jury may not be used against him or her in a
criminal prosecution; it does not mean, technically, that the witness could never be prosecuted
for the crime about which he or she testified.131 Court-ordered use immunity is obtained pursuant
to Title 18, United States Code, §§6001 et seq.132 Once presented with

_________________________________

131  If  the prosecution wished to pursue such a criminal case against  a witness who had been granted use
immunity, it would have the burden under Kastigar v. United Slates, 406 U.S. 441 (1972), to prove that it did
not derive its evidence from the witness’s immunized testimony. 

l32Title 18, U.S.C. §6002 provides:
Whenever a witness refuses, on the basis of his privilege against self-incrimination, to testify or provide other
information in a proceeding before or ancillary to—

court order compelling testimony in exchange for use immunity, the witness has no choice but to
testify truthfully or risk being found in contempt of court.

What about those times when a prosecutor is uncertain whether to grant use immunity to a
witness?  No prosecutor  is  interested  in  obtaining  immunity  for  a  witness  who is  willing  to
perjure him or herself before the grand jury in an attempt to falsely exculpate the target of the
investigation. On the other hand, counsel for the witness may be interested in convincing the
prosecutor that the witness has valuable information against the target that would be worth a
grant of immunity from the government. In such instances, it is common practice for the parties
to arrange for a “proffer session” in which the witness is “debriefed” by the government. The
terms of the proffer session are controlled by a “proffer letter,” signed by the prosecutor, the



witness,  and  counsel  for  the  witness,  in  which  the  government  agrees  that  the  witness’s
statements  in  the proffer  session will  not be used against  him or her in  any future  criminal
prosecution  against  the  witness.133 If  the  prosecutor  is  satisfied  that  the  witness  appears
forthcoming and has information useful to the investigation, he or she may then decide to seek
court-ordered immunity for the witness to testify before the grand jury and at  trial.  In many
districts, the proffer letter provides that the witness’s statements during the proffer session may
be used to impeach the witness if the witness testifies inconsistently at trial.

Finally,  it  should be noted that in most districts, if the parties do not anticipate that the
witness will develop into a target of the investigation but may have some information that could
arguably be self-incriminating, defense counsel often will accept an “immunity letter” from the
prosecutor in lieu of court-ordered immunity. Such a letter is essentially a contract between the
government  and  the  witness,  without  the  formality  or  enforcement  power  of  court-ordered
immunity.

3. Qui Tam Relators

The use of qui tam relators as witnesses in criminal cases has created new issues for both
prosecutors and relators’ counsel. As private citizens who file lawsuits “on behalf of the United
States,”  relators  fall  into  a  unique  category  of  witnesses  who  have  a  financial  stake  in  the
outcome of the criminal trial  (to the extent that a successful outcome would benefit the civil
action). Because such an interest bears on the witness’s bias, the existence of the qui tam and the
relator’s identity must be disclosed to the defendant prior to trial.134

_____________________________

(I) a court or grand jury of the United States. . .

And the person presiding over the proceeding communicates to the witness an order issued under this title, the
witness may not refuse to comply with the order on the basis of his privilege against self-incrimination; but no
testimony or other information compelled under the order (or any information directly or indirectly derived
from such testimony or other information) may be used against the witness in any criminal case, except a
prosecution for perjury,  giving a false statement,  or otherwise failing to comply with the order.  '’’Proffer
letters are sometimes referred to as “Queen for a Day” letters.

134Giglio v.  United States,  405 U.S. 80 (1976);  Brady v.  Maryland,  373 U.S. 83 (1963);  United States v.
Ruigard, 116 F.3d 1270, 1279 (9th Cir. 1997).

Statutorily, the False Claims Act mandates that a relator must disclose “substantially all material



evidence  and  information”  the  relator  possesses  regarding  the  relator’s  claims.1'5 The  False
Claims  Act  does  not  immunize  a  relator  from criminal  or  civil  prosecution,  however;  and
because relators are presumed to have knowledge of fraud, counsel and the government may be
placed  in  a  difficult  position  with  regard  to  the  relator’s  Fifth  Amendment  rights.  Cautious
relator’s counsel may seek immunity from criminal prosecution for the client prior to discussing
the  qui lam suit with a prosecutor. A cautious criminal prosecutor, however, may not wish to
grant immunity to a witness— even a relator—without a better  understanding of the relative
roles of the players. Granting immunity to a relator, coupled with the potential financial reward
resulting from the filing of the qui tam action, could detract significantly from the credibility of a
relator who testifies for the government at either a criminal or civil trial of the defendant.

4. Civil Investigative Demands

Compared to the techniques described above, civil investigative demands (ClDs) are a
fairly cumbersome method of obtaining witness information. Authorization for a CID must be
obtained from the U.S. Attorney General him- or herself, a requirement which alone could defeat
all but the most determined of government litigators.

Nonetheless, where there is no existing criminal investigation and the government has not
yet filed a civil complaint, CIDs are the means available to a government civil attorney who
wishes to obtain information from a reluctant witness (for example, a witness who refuses to be
interviewed by a law enforcement agent).

I. Recordings

Ask any criminal defense attorney the following question: What type of evidence in a
health care fraud case did he or she find it hardest to defend against? He or she is likely to say
audio- or videotapes of his or her client “caught in the act.” Over the years,  legislatures and
courts have struggled to strike a balance between the legitimate needs of law enforcement to
obtain this most effective type of evidence, and the privacy interests of those whose voices and
images are recorded.

7. Consensual Recordings

The general rule regarding “consensual recordings” is that the recording is consensual if
at least one party to the conversation is aware that the conversation is being recorded. Although
some state laws prohibit consensual recordings where one party to the conversation is unaware of
the recording, those laws are not binding on federal law enforcement and therefore are not a bar
to use of the recordings in a federal prosecution.

_______________________________

13531 U.S.C. §3730(b)(2).



2. Wiretaps

Wiretaps, unlike consensual recordings, involve surreptitiously recording both parties to a
conversation without the knowledge of either party.116 A wiretap is a legally,  technically,  and
logistically demanding form of investigation, and it is employed infrequently in health care fraud
investigations. However, when wiretap evidence is obtained, it is one of the most powerful types
of evidence that can be used at trial.

The wiretap statute sets forth various “predicate” criminal statutes that must be the subject
of the investigation before judicial  permission to install  a wiretap can be obtained. Although
most of the specific health care fraud offenses are not included among the predicate offenses, a
prosecutor can apply for wiretap authorization if the offenses being investigated include, inter
alia, mail fraud,1'7 wire fraud,138 or money laundering.139 Thus, should federal investigators or
prosecutors wish to seek wiretap authorization to investigate a health care fraud case, it is likely
that they could meet the statutory predicate requirement.

Nonetheless, the hurdles to be cleared before obtaining wiretap authorization are numerous
indeed. Authorization to apply for a wiretap must come from a designated official of the DOJ,
not simply an individual prosecutor.140  In addition to a showing of probable cause, such as that
required in an affidavit for a search warrant, the prosecution must establish by affidavit that other
investigative means have been tried and failed, or reasonably appear unlikely to succeed if tried,
or are too dangerous to attempt.141

Judicial  authorization must come from a federal district  judge (not a magistrate,  as in a
search warrant).142 Each judicial authorization is valid for electronic surveillance of the target
telephone(s) or recording area for no more than a 30-day period, at the conclusion of which an
extension must be obtained if continued surveillance is desired.143 Each call or conversation must
be monitored as it is occurring, and if the conversation appears irrelevant to the investigation,
surveillance  must  cease (that  is,  the call  is  “minimized”).144 The  court  may require  periodic
reports from the prosecutor during the 30-day period,145 and at the conclusion of the surveillance
period, the original tapes of the conversations must be physically sealed by the authorizing judge.
Unless an extension for good cause is obtained,  each and every individual  whose voice was
intercepted on the wiretap must be notified of that fact within a 90-day period, unless the court
orders that notification may be postponed upon a showing of good cause.146

________________________________

l36The federal statutes governing this form of electronic surveillance are found at 18 U.S.C. §§2510 et seq.

13718 U.S.C. §1341.

I3S18 U.S.C. §1343.

13918 U.S.C. §§1956 & 1957.



14018 U.S.C. §2516(1).

14118 U.S.C. §2518( 1 )(c).

14218 U.S.C. §2516(1).

14318 U.S.C. §2518(5).

144 Id.

14518 U.S.C. §2518(6).

14618 U.S.C. §2518(8)(d).

Electronic surveillance can be conducted of conversation over regular telephone lines, the wire
portion of a call between a cellular telephone and a regular telephone, and a telefax machine.
Pursuant to the same statutory authority, “oral interception” can be made by means of secretly
installed microphones of conversations within a room, car, or other area.

IV. CONCLUSION

Investigative techniques in health care fraud cases will continue to evolve as technology,
statutes, and case law change. The complexity of a health care fraud investigation arises from the
necessary  balance  between  the  needs  of  the  investigators  and  the  rights  of  those  being
investigated. While the government possesses a wide range of investigative options, investigators
must be cognizant of rights of represented persons, and in certain circumstances the need for
medical providers to continue administering care to their patients. It is also essential that health
care fraud investigators and prosecutors be educated about the regulatory and statutory privacy
rights  of  patients.  Maintaining  this  balance  is,  and  will  continue  to  be,  a  challenge  for  all
involved in this area of the law.
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I. INTRODUCTION

Health care fraud has traditionally been a subject area, not a particular type of statutory
crime. What defines a health care fraud case is most often the victim—usually, a payer who has
purchased health care services and has been cheated out of money. Indeed, the strengths and the
limitations  of federal  criminal  laws arise from the fact  that although the laws easily address
monetary  fraud,  they  can  only  indirectly  remedy  real  concerns  such  as  patient  abuse  or
substandard  quality  of  care.  Nonetheless,  because  most  egregious  behavior  involved  in  the
provision of health care leads to the eventual payment of money for that health care, billing fraud
has proven an effective foundation for most types of health care fraud cases.

An examination of health care fraud prosecutions over the last decade demonstrates that
these cases have threaded their way through a multitude of federal criminal statutes. Different
types of cases lend themselves more readily to certain statutes; indeed, by choosing a certain
combination of statutes within a single indictment, a prosecutor can to some extent influence the
amount or kind of evidence that can be presented to the jury.

Health care fraud cases present unique challenges  to prosecutors.  It  is  often difficult  to



capture the totality of wrongful conduct in an indictment alleging particular fraudulent billings,
when the total conduct may have involved hundreds of thousands of individual claims. Or, a
health  care  provider  may have  defrauded  both  the  government  and private  insurers,  but  the
conduct may have to be addressed using two different federal statutes. Moreover, bringing a
criminal prosecution in a heavily regulated area, such as Medicare billing, can be an endeavor
that is fraught with peril.1

______________________________
1See, e.g., United States v. Siddiqi, 98 F.3d 1427, 1439-40 (2d Cir. 1996) (reversing conviction of oncologist

for Medicare fraud, where governing regulations are not clear that a physician cannot bill Medicare for a service
rendered by a “covering,” or substitute, physician, so long as the covering physician did not also bill for the service);
United States v. Jain, 93 F.3d 436, 442 (8th Cir. 1996) (reversing mail fraud convictions under 18 U S.C. §1346
because there was no evidence that patients were harmed by the fact  that  physician accepted kickbacks),  cert,
denied, 520 U.S. 1273 (1997); United States v. Levin, 973 F.2d 463 (6th Cir. 1992).

As of July 1, 2001, the former Health Care Financing Administration (HCFA) was renamed the Centers for
Medicare and Medicaid Services (CMS). For the purposes of this chapter, references typically will be to CMS

When dealing with potential fraud charges in a regulated industry such as health care, it is
important  to  “see  the  forest  for  the  trees.”  Prosecutions  alleging  fraudulent  conduct  against
insurance  programs  usually  do  not  entail  charges  that  a  provider  did  not  comply  with  the
technical requirements of a particular regulation.  Rather, fraud prosecutions generally rely on
regulations only to the extent that the regulations provide a backdrop against which the provider
made intentional misrepresentations.  For example,  in  United States  v.  Goldstein.218 the Tenth
Circuit rejected a claim that mail fraud convictions of physicians and pharmacists for Medicaid
fraud should be reversed because the defendants had not violated any specific state regulations
when they billed under a different entity’s provider number. The court noted:

The Kansas medicaid laws and regulations are relevant to the frauds charged only insofar as
they  establish  adequate  guidelines  under  which  defendants  should  have  known  what
material facts they had a duty to disclose in claiming medicaid reimbursements.319

Thus, despite the popular defense that Medicare and Medicaid billing regulations are so
complex that they become a trap for the unwary, most health care fraud prosecutions address
intentional efforts to deceive insurers. To the extent that prosecutors rely on billing regulations to
prove  a  defendant’s  knowledge  or  intent,  it  is  usually  with  regard  to  an  obvious  fact—for
example, that the provider should truthfully list the place or date of service. The existence of
more arcane regulations are far more likely to be raised by counsel for the provider, in defense of
the provider’s actions.

This chapter examines the most common statutes used by federal criminal prosecutors in the
prosecution  of  health  care  cases.  Next,  the  chapter  reviews  the  Title  42  offenses  that  were
originally  specifically  enacted  for  use  in  health  care  prosecutions  of  crimes  involving  the
Medicare and Medicaid programs. The chapter also reviews the new statutes enacted in 1996 as
part  of  the  Health  Insurance  Portability  and  Accountability  Act  (I  IIPAA).'1 Although  the
definition of a “health care fraud offense” can be debated at some length, this chapter deals with
the most commonly charged offenses.

182695 F.2d 1228 (10th Cir.), cert, denied, 462 U.S. 1132 (1983). Id. at 1233.

19319Tub. L. No. 104-191, 110 Stat. 1936 (1996).



II. STATUTORY OFFENSES

A. Traditionally Charged Under Titles 18 and 21

1. Conspiracy Statute, 18 U.S.C. §371 This broad federal statute provides:

If two or more persons conspire either to commit any offense against the United States, or
to defraud the United States, or any agency thereof in any manner or for any purpose, and one or
more of such persons do any act to effect the object of the conspiracy, each shall be fined under
this title5 or imprisoned not more than five years, or both.

If, however, the offense, the commission of which is the object of the conspiracy, is a
misdemeanor  only,  the  punishment  for  such  conspiracy  shall  not  exceed  the  maximum
punishment provided for such misdemeanor.

The §371 conspiracy statute is a highly flexible tool for a health care fraud prosecutor,
although its use is not limited to health care fraud cases. The statute can be used whenever the
evidence shows an agreement between two or more “persons” to commit a federal crime. (Some
federal circuits have held that tin individual can conspire with a corporation; other circuits have
held that a corporation cannot conspire with its own employee.)6 The statute has two “prongs”—
that is, the defendants may be alleged to have conspired either to “defraud the United States,” or
to “commit any offense against the United States” (for example, to violate the mail fraud or wire
fraud statutes,  or  any other  federal  criminal  offense  that  does  not  carry  its  own conspiracy
statute),  or  both.7 In  practical  terms,  this  means  the  conspiracy  statute  can  be  used  by  a
prosecutor in any health care case in which two or more conspirators agree to defraud any federal
government  health  care program (using the first or second prong)  or any private health care
payor (using the second prong), or both.

a. Objects of the Conspiracy

The §371 conspiracy  statute  provides  the  prosecutor  with  tin  opportunity  to  describe  in  the
indictment the fraud alleged to have been committed.  The traditional charging language of a
§371 conspiracy includes a section describing the “object(s) of the conspiracy."  This section
might be charged in a case involving false claims as in the following example:

ll was an object of the conspiracy that the Defendants would submit claims to the Medicare
and [Civilian Health and Medical Program of the Uniformed Services] CHAMPUS [now
TRICARH]  programs  falsely  slating  that  he  had  provided  the  medical  equipment  to
beneficiaries."

______________________________



5The maximum fine for an individual convicted of a felony under this provision is now $250,000, IS U.S.C.
§3571(b)(3).

6For a case holding dial a corporation may he alleged to have conspired with its officers or employees, see,
e.g.  United States v. Mahar, 801 F.2d 1477, 1488 n. 19 (6lh Cir. 1986). At least one court has held that a
corporate officer, acting alone on behalf of the corporation, cannot be convicted of conspiring with the corporation.
See United States v. Peters, 732 F.2d 1004, 1008 n.6 (1st Cir. 1084).

7See, e.g. United States v. Ilallistrea, 101 F.3d 827, 831 (2d Cir. 1996) (conspiracy to defraud the Foixl and
Drug Administration (FDA) and conspiracy to commit specific federal offenses charged), cert. denied, 520 U.S.
1150 (1997).

8See, e.g. United States v. NMF Psychiatric Hosps. Inc., Cr. No. 94-0268 (D.D.C. 1994), Information, para. 2.
In that case, both forms of conspiracies were charged. NME was charged with a conspiracy:

[To] commit an offense against  the United States,  that  is  to knowingly and willfully offer  and pay
remuneration, including kickbacks and bribes, directly and indirectly,  overtly and covertly,  in cash and in
kind, to any person to induce that person to refer individuals for services which may be paid for by Medicare
and Medicaid, in violation of 42 U.S.C.

§1320a-7b(b)(2);

Alternatively,  in a case involving the defraud clause of the conspiracy statute, the conspiracy
might be charged as follows:

It was an object of the conspiracy that the Defendants conspired to defraud the Food and
Drug Administration and its lawful administration of the Food, Drug and Cosmetic Act by
the distribution and sale to hospitals and others of medical devices not approved for human
use and not demonstrated to the FDA to be safe and effective for the intended use.9

b. Manner and Means of the Conspiracy

The language of a conspiracy charge also includes a section titled “manner and means of the
conspiracy,” which spells out the way the crime was effected. For example, this portion of the
charge might read:

It was a further part of the conspiracy that the Defendants Would Falsify certificates of
medical necessity and forge physicians’ signatures on the certificates in order to make it
appear as though the medical equipment was medically necessary for the treatment of the
patients.

Such descriptions can go on for paragraph after paragraph, until the entire “story line” of the
fraud is laid out.

c. Overt Acts

Following the manner and means section, the typical conspiracy charge alleges a series of
overt  acts.  In  this  section,  the  prosecutor  can  summarize  in  many  different  fashions—by
defendant, by subject matter, by crime, by chronological order, or by a combination of these
criteria—the acts of the crime, detailing precisely who committed which act in furtherance of the
conspiracy,  etc.  In  addition  to  narrating  the  conspiracy  charge,  this  specific  recitation  can
function as a “road map” of the evidence regarding the proof of each element of the charged
substantive offenses.

d. Strategic Opportunities for the Prosecution

This ability to explain the health care fraud in story form in a conspiracy charge presents a
strategic  opportunity  for  the  prosecutor.  First,  the  indictment  is  typically  the  judge’s  first
introduction to the criminal allegations and the identities of the defendants and the victims. A



thorough description of the fraud and with a conspiracy:

To defraud the United States and agencies thereof, to wit, the Department of Health
and Human Services, the Department of Defense and the Office of Personnel Management,
by impairing, impeding and obstructing by craft, trickery, deceit and dishonest means, their
lawful and legitimate functions in administering health care and health insurance plans,
including  the  Medicare,  Medicaid,  CHAMPUS and [Federal  Employee  Health  Benefits
Program] FEHBP programs through the payment of remuneration to induce the referral of
patients to its facilities.

___________________________________________
9See, e.g., Ballistrea, 101 F.3d at 831 (“Ballistrea was charged under section 371 both with conspiracy to

defraud the FDA, by interfering with its lawful function of regulating the interstate distribution of medical devices
and drugs, and with conspiracy to violate specific sections of the FDCA prohibiting the introduction of unapproved
medical devices and drugs into interstate commerce.”).
informs the court about the crimes alleged, the extent of the harm to the victim, and the need for
both the prosecution itself and for just punishment if the prosecution is successful. Second, the
indictment typically helps the court define the scope of the evidence it will admit at trial and the
instructions to the jury. Finally, in most federal courts, the indictment is given to the trial jury for
consideration during its deliberations. A well-written, clearly stated, and concise narration of the
criminal charge in the first count (typically where one finds the conspiracy charge) can help
guide the jury in its deliberations.

Charging  a  conspiracy  in  an  indictment  also  has  direct  evidentiary  advantages  for  the
prosecution.  First,  Federal Rule of Evidence 801(d)(2)(E) allows the admission of statements
offered against  a  party when made “by a  coconspirator  of  a  party during the  course and in
furtherance  of  the  conspiracy.”  Thus,  statements  that  would  be  excluded  as  hearsay  in  a
nonconspiracy indictment  are admissible  against  a defendant  when made in  furtherance of a
conspiracy.10

Second, under the U.S. Supreme Court’s holding in Pinkerton v. United States,11 a party to a
conspiracy  may  be  held  responsible  for  substantive  offenses  committed  by  his  or  her  co-
conspirators  in  furtherance of  the unlawful  object,  even if  the party him-  or herself  did not
participate directly in the commission of the substantive offense.12 Thus, in the health care fraud
context, a defendant found to be a member of a conspiracy to defraud Medicare, for example,
could be convicted of substantive counts of mail fraud even if he or she had no actual knowledge
of  the  particular  mailings  in  furtherance  of  the  conspiracy.13 Or,  a  defendant  charged  in  a
conspiracy to defraud Medicare may be liable for payment of kickbacks made in furtherance of
the conspiracy to defraud, even if he or she had no knowledge of the particular payments and did
not participate in their planning or execution.

Although there may be advantages  for the prosecution  in  charging a  conspiracy,  notice
should be taken that certain circumstances do not support

___________________________________________________



10See, e.g. United States v. Khan, 53 F.3d 507, 51 1-12 (2d C.ir. 1995) (“The government presented its case
through  the  testimony  of  cooperating  co-conspirators,  including  .  .  .  two  physicians,  .  .  .  two  physician’s
assistants, ... a secretary and ... an office manager.”), cert, denied, 516 U.S. 1042 (1996).

11328 U.S. 640 (1946).
12Compare Khan, 53 F.3d at 513 (a defendant may be convicted of conspiracy even though he or she is

unaware of all the conspiracy’s unlawful aims, so long as he or she has some knowledge of some of those aims). In
Khan, a physician, Khalil, had argued that the evidence was insufficient to support her conviction for conspiring to
participate  in  and participating  in  a  racketeering  enterprise;  in  support  of  her  argument,  Khalil  urged  that  the
evidence that demonstrated that she was rarely at the clinic tended to prove that she was unaware of the clinic’s
illicit purposes; the provision of medically unnecessary drugs, tests, and procedures to Medicaid patients (and the
submission of false claims for those procedures).  As the Second Circuit  noted, “the fact  that Khalil was rarely
present at the clinics simply highlights the reasonableness of the jury’s inference that a physician who received
substantial remuneration for doing almost no medical work or supervision is aware of the fraudulent nature of her
conduct.” Id. at 514.

13See, e.g., United States v. Sidhu, 130 F.3d 644, 648 (5lh Cir. 1997). In that case, the office manager, Sidhu,
argued on appeal, inter alia, that he could not be liable for a conspiracy to commit mail fraud with Dr. Gifford
through the submission of false billings to Medicare where “he did not personally create any false billings.” The
Fifth Circuit rejected this challenge, noting that the record supported an inference that some billings prepared by
Sidhu were false

a conspiracy charge. For example, courts have held that an undercover agent cannot be a co-
conspirator for purposes of a conspiracy charge;14 that  two individuals  cannot be charged as
conspiring with each other if both persons are necessary to the substantive crime charged, as in a
bribery case;15 and that a conspiracy charge will not stand if the conspiracy is based simply on an
agreement between a buyer and a seller for the buyer to purchase illegal drugs for his or her own
personal use.16

2. False Statements to the United States, 18 U.S.C. §1001

When an offense involves some type of health care fraud against the government, a widely
used criminal charge is the false statements charge found in 18 U.S.C. §1001.

Section 1001 provides:

Whoever, in any matter within the jurisdiction of the executive, legislative, or
judicial branch of the Government of the United States, knowingly and willfully:

(1) falsifies, conceals, or covers up by any trick, scheme, or device a material fact;
(2) makes any materially false, fictitious, or fraudulent statement or representation; or
(3) makes or uses any false  writing or document  knowing the same to contain any

materially false, fictitious, or fraudulent statement or entry;
shall be fined under this title or imprisoned not more than 5 years, or both.

The breadth of conduct proscribed by §1001 is not easily discerned at first glance. In fact,
the statute addresses a wide variety of conduct. The language of the statute and the case law
interpreting the statute make §1001 charges more widely applicable than the false claims statute
found at 18 U.S.C. §287, which requires that a claim for money actually have been made to a
government department or agency.17 Moreover, the false statement alleged in the indictment can
be written or oral. It can be a crime of omission as well as commission.



______________________
and ruling that Sidhu “may be held liable for the reasonably foreseeable conduct of his co- conspirator.” Id. at 649.

l4See, e.g., United States v. Nason. 9 F..3d 155, 161 (1st Cir. 1993), cert, denied, 510 U.S. 1207 (1994);
United States v. Medina, 992 F.2d 573, 582 (6th Cir. 1993), cert, denied, 510 U.S. 1109 (1994); United States v.
Mahkimetas, 991 F.2d 379, 383 (7th Cir. 1993); United States v. DeBrighl, 742 F.2d 1196, 1 199-2000 (9lh Cir.
1984); United States v. Barnes, 604 F.2d 121, 161 (2d Cir. 1979), cert, denied, 446 U.S. 907 (1980); United States
v. Moss, 591 F.2d 428, 434 n.8 (8th Cir. 1979); United States v. Chase, 372 F.2d 453, 459 (4th Cir.), cert, denied,
387 U.S. 907 (1967); Sears v. United States, 343 F.2d 139, 142 (5th Cir. 1965).

15This principle, generally known as “Wharton’s Rule,” states that “[a]n agreement by two persons to commit
a particular crime cannot be prosecuted as a conspiracy when the crime is of such a nature as to necessarily require
the  participation  of  two  persons  for  its  commission.”  I  ANDERSON, WHARTON’S CRIMINAL.
LAW AND PROCEDURE §89, p. 191 (1957).  See,  e.g., United States v. Zeuli,  137 F.2d 845 (2d Cir.
1943).

16See, e.g., United States v. Dekle, 165 F.3d 826, 830-31 (11th Cir. 1999) (“If the evidence only shows a
buy-sell relationship, the fact that the sales are repeated, without more, does not support an inference that the buyer
and seller have the same joint criminal objective to distribute drugs.”); United States v. Lechuga, 994 F.2d 346 (7th
Cir.) (en banc), cert, denied, 510 U.S. 982 (1993).

17Charges pursuant to 18 U.S.C. §287 are discussed, infra, Section II.A.5.
Indeed,  it  does not  even have to  be a  “statement”  in  the conventional  sense,  for the statute
prohibits  any  conduct  that  results  in  the  making  of  a  false,  fictitious,  or  fraudulent
“representation" to the U.S. government.18

Some circuits have explicitly held that false statements made to a fiscal intermediary or a
carrier are “within the jurisdiction of the executive branch” for purposes of §1001.19 But the false
statement  or  representation  need  not  have  actually  been  made  to  the  federal  agency  or
department. It is enough, for example, that the intentional false statement or representation exists
in  a  place  where it  could influence  the  decision-making agency.  Thus,  convictions  obtained
under §1001 have been affirmed where the false statement or representation never actually was
received by the agency, and even if it was received, never made a difference.

The vast majority of the litigation concerning the applicable scope of §1001 thus involves a
debate over the definition of “materiality” as used in the statute. In 1995, the U.S. Supreme Court
settled one issue with finality, holding that materiality for purposes of §1001 is an issue of fact to
be decided by the  jury.20 However,  some courts  have  noted that  intent  to  defraud is  not  an
element of a violation of §1001; thus, so long as the defendant was aware that he or she was
making a material false statement to the government, then he or she is guilty of violating § 1001
even if he or she had no intent to defraud the government.21

Just  how  unimportant  to  a  government  agency’s  functions  do  a  false  statement  or
representation have to be in order to fall outside the scope of a §1001 prosecution? Case law
suggests that the threshold is quite low. The mere fact that an agency did not receive the false
statement, or did not rely on it, is not in itself sufficient to defeat a prosecution brought under
§1001.22 As one court stated: “A statement can be material even if it is ignored or never read by
the agency receiving the misstatement. False statements must simply have the capacity to impair



or pervert the functioning of a government agency.”23

______________________

18'“Misleading photographs and diagnostic test results can be the basis of a false statement charge.  See,
e.g., United States v. Rutgard, 116 F.3d 1270, 1284-85 (9th Cir. 1997).

19See, e.g., United States v. Matanky,  482 F.2d 1319, 1322 (9th Cir.),  cert, denied, 414 U.S. 1139
(1973).
20United Slates v. Gaudin, 28 F.3d 943 (9th Cir. 1994), aff’d, 515 U.S. 506 (1995).

20United States V. Mills, 138 F.3d 928, 936 n.8 (I Ith Cir.). cert, denied, 525 U.S. 1003 (1998); United
States v. Manapat, 928 F.2d 1097. 1101 (I Ith Cir. 1991).

21See United States v. Yermian, 468 U.S. 63, 69 (1984) (§1001 does not require defendant have actual
knowledge of federal  agency jurisdiction):  United States v.  Rutgard,  116 F.3d 1270 (9th Cir.  1997) (physician
prosecutable under §1001 for placing false documents and statements in patient  charts  because physician knew
charts were subject to Medicare audit); United States v. Urown, 763 F.2d 984. 993 (8th Cir.) (“Materiality does not
require actual reliance by the government on the statement’’), cert denied, 474 U.S. 905 (1985); United States v.
bulk. 706 F.2d 1056. 1059 (9th Cir. 1983) (falsified welders’ certificates need not have been submitted to Navy to
support prosecution under §1001; it was only necessary that the documents’ intended use be related to a matter
within the jurisdiction of the Navy);  United States v. Hooper.  596 F.2d 219. 223 (7th Cir.  1979) (although not
submitted to  federal  agency,  university’s  internal  records  of  student  stipends  were  within agency’s  jurisdiction
because of agency's audit and inspection authority).

23United States  v.  Calhoon,  97 F.3d  518,  530 (11th  Cir.  1996),  cert,  denied, 522 U.S.  806 (1997),
quoting United States v. Diaz, 690 F.2d 1352, 1357 (11th Cir. 1982).

In fact,  the  government  need not  even prove that  the  defendant  acted  with the  intention  of
influencing  the  government  agency.24 One  appellate  court,  however,  reversed  a  defendant’s
convictions under §1001 with regard to false statements made in connection with claims for
drugs that Medicare would not pay for regardless of the false statements.25

3. Mail Fraud, 18 U.S.C. §1341

Any health care fraud scheme that uses the mail  system—which, since November 1994,
includes not only the U.S. Postal Service but also any “common carrier” such as United Parcel
Service or Federal Express—to further its fraudulent scheme is subject to prosecution under the
mail fraud statute, codified at 18 U.S.C. §1341. That section reads, in relevant part:

Whoever, having devised or intending to devise any scheme or artifice to defraud, or for
obtaining money or properly by means of false or fraudulent pretenses, representations, or
promises . . . for the purpose of executing such scheme or artifice or attempting so to do,
places  in  any post  office  or  authorized  depository for  mail  matter,  any matter  or  thing
whatever to be sent or delivered by the Postal Service, or deposits or causes to be deposited
any matter or thing whatever to be sent or delivered by any private or commercial interstate
carrier, or takes or receives therefrom, any such matter or thing, or knowingly causes to be
delivered by mail or such carrier according to the direction thereon, or at the place at which
it is directed to be delivered by the person to whom it is addressed, any such matter or thing,
shall be fined under this title or imprisoned not more than five years, or both.

In  health  care  fraud  prosecutions,  the  mail  fraud  statute  is  particularly  popular  among



prosecutors. First, it addresses fraud that does not involve claims submitted to the government,
and therefore otherwise could not be prosecuted under the laws that prohibit false claims or false
statements  to  the  government.  Thus,  there  is  federal  jurisdiction  over  health  care  fraud
committed against private insurance companies or patients simply when the defendants used the
mails (or other common carrier) to further the scheme to defraud.26

Generally speaking, this jurisdictional requirement is easily met. The “mailing” need not be
the  fraudulent  claim  itself;  indeed,  the  mailing  itself  need  not  contain  a  whit  of  false
representation.27 In fact, the defendant need not have

_______________________________

24United States v. Yermian, 468 U.S. 63 (1984).
25United States v. Radetsky, 535 F.2d 556, 573 (10th Cir.), ceri. denied, 429 U.S. 820 (1976). The dissent in

Radetsky, however,  noted that  the convictions should be affirmed because the false statements defeated other
aspects of the Medicare program, including meaningful utilization review. Id. at 582-83.

26See, e.g. United States v. Weinstock, 153 F.3d 272 (6th Cir. 1998) (mail fraud charges against podiatrist for
defrauding Blue Cross/Blue Shield private insurance); United States v. Hannigan, 27 F.3d 890, 892 n. 1 (3d Cir.
1994) (“The specific intent element may be found from a material misstatement of fact made with reckless disregard
for the truth.”).

27See, e.g. United States v. Lennartz, 948 F.2d 363, 370 (7th Cir. 1992) (proper to allege paychecks sent by
defendant to renal transport drivers as substantive mail fraud counts “[g]iven the broad reading of the mail fraud
statute”). The court noted that the mailing itself need not be an essential part of the scheme, but it must be "incident
to an essential part,” citing United States v. Draiman, 784 F.2d 248, 251 (7th Cir. 1986).
personally  mailed  the  item,  so  long  as  lie  or  she  caused  it  to  be  mailed.28 Thus,  although
fraudulent  claims  submitted  by  a  provider  to  an  insurance  company  certainly  qualify  as
“mailings” for purposes of the statute, so, too, may the resulting insurance reimbursement checks
mailed to the provider constitute substantive mail fraud counts in an indictment.29 Even a mailing
not directly related to a particular claim, such as a fraudulent provider’s application for Medicare
certification, may suffice for purposes of the statute. All that is required is that the item mailed
by the defendant, or caused to be mailed by the defendant, in some way furthers the scheme to
defraud.

Second, even when the fraud was committed against the government and other charges ate
available, prosecutors are often inclined to allege a mail fraud scheme, because of the descriptive
language that can be used to set forth the scheme to defraud in the indictment. Especially when
the facts of a case do not lend themselves to a conspiracy charge (which allows for its own
descriptive language), a prosecutor might wish to include a mail fraud charge that will give the
jury a road map for the fraud and its execution by the defendant, as well as a glimpse in the
indictment of the evidence to come beyond the individual mailings themselves.

Like conspiracy charges,  mail  fraud counts  are typically  structured to include a  section
stating the purpose or object of the scheme, followed by a narration of the manner and means
employed  by  the  defendant  in  executing  the  scheme  and  a  recitation  of  the  specific  acts
committed in furtherance of the scheme. For example, under the subsection “Manner and Means
of the Scheme to Defraud,” the indictment might allege:



It was a part of the scheme to defraud that the defendants would pay cash kickbacks to
recruiters, or “drivers,” who would bring Medicare and Medicaid patients to the clinic.

It  was  it  further  part  of  the  scheme  and  artifice  to  defraud  that  the  defendants  would
routinely waive patients'  Medicare copayments without regard to financial  hardship, bill
Medicare and Medic a bit I for services not rendered, and bill Medicare and Medicaid for
more complicated and expensive services than those that were actually performed.

One caveat that must be considered when alleging a mail fraud scheme under § 1341 is that
the  scheme  must  be  designed  to  defraud  someone  of  money  or  property—not  simply  the
intangible right to “honest services.” In McNally v. United States, the U.S. Supreme Court held
that the intangible right to

_________________________
28See, e.g., United States v. Lebovitz, 669 F.2d 894, 898 (3d Cir.) (“It is not necessary that the use of the

mails by the defendant himself be contemplated, or that  a defendant do any actual  mailing or that a defendant
specifically  intends  that  the  mails  be  used.  It  is  sufficient  if  the  use of  the mails  by somebody else  .  .  .  was
reasonably foreseeable.”), cert, denied, 456 U.S. 929 (1982).

29See. e.g., United States v. Sillito. 812 F.2d 754. 760 (1st Cir. 1987) ("The mailings for counts 3 through 10
and 14 through 23, which involved pity muni of premiums and commissions. were all necessary for transmission of
the proceeds of the fraud lo Silvana.”).

30Even items mailed after the fraudulent receipt of payment may qualify for inclusion as mail fraud counts if
the mailings furthered an ongoing scheme to defraud. See United States V. Mills. 138 fold 928. 941-42 () lilt  Cir.),
cert, denied. 525 U.S. 1003 (1998).

31483 U.S. 350 (1987).

honest services do not constitute  “money or property”  within the meaning of the mail  fraud
statute.32 Most cases allege schemes to defraud insurers or patients of money and therefore do not
entail McNally problems.33

Where indictments allege schemes to obtain medical or other types of professional licenses,
however, courts are divided as to whether such licenses constitute “property” within the meaning
of  the  mail  fraud  statute.  For  example,  in  United  States  v.  Martinez,34 the  defendant  was
convicted under the pre- McNally mail fraud statute for participating in a scheme to fraudulently
obtain a medical  license from the Commonwealth of Pennsylvania for a co-conspirator.  The
Third Circuit held that a medical license is “property” for purposes of the mail fraud statute,
noting that “the government’s interest here is not simply that of a regulator, but rather that of the
dispenser  of  valuable  property  in  which  the  licensee  has  constitutionally  protected  property
interests and which the government may enjoin upon misuse.”35 However, the U.S. District Court
for the Eastern District of New York found differently in  United States v. Ferrara,36  a case in
which the defendants were charged with mail fraud and conspiracy arising out of a scheme to
obtain medical licenses for graduates of nonaccredited foreign medical schools. The district court
held that a license may be deemed property only if it has a value to the alleged victim—here, the
state  licensing  authorities.  Because  a  medical  license  has  value  to  the  recipient  but  not  the



grantor,  the court  held that  a medical  license issued by state  authorities  is  not  a cognizable
property interest for purposes of §1341.37

In reality,  the “intangible  rights” problem is  one that  can usually be addressed through
careful drafting of the indictment.  For example,  if  the fraudulent provider is alleged to have
mailed a state license application in furtherance

___________________
32Congress  thereafter  enacted  18  U.S.C.  §1346 (effective  November  18,  1988),  prohibiting  mail  fraud

schemes that deprived another of the intangible right of honest services. One appellate court, however, has severely
limited the potential for using §1346 for prosecutions of kickback schemes. In  United States v. Jain, 93 F.3d
436 (8th Cir.  1996),  cert denied, 520 U.S. 1273 (1997),  a psychiatrist  was convicted of taking kickbacks in
exchange for referring patients to a particular hospital. The Eighth Circuit reversed the mail fraud convictions under
§1346, holding that  where  the allegation is a  private sector  scheme to defraud  another  of  the right  to  “honest
services,”  there  is  no violation if  the patients were  not harmed by the kickback:  "While 1 the defendant]  also
extracted  undisclosed,  unethical  referral  fees  from  an  interested  third  party  provider,  there  is  no  independent
evidence proving that he thereby intended to defraud his patients.” Id. at 442.

33See, e.g., United States v. Campbell, 845 F.2d 1374, 1382 (6th Cir.) (challenge on McNally grounds
rejected  where  conviction  was  “based  on  a  fraudulent  scheme  to  obtain  money  from  his  patients  and  the
government”), cert, denied, 488 U.S. 908 (1988).

34905 F.2d 709 (3d Cir.), cert, denied, 498 U.S. 1017 (1990).
35Id. at 715. The court relied on  Carpenter v. United States, 484 U.S. 19, 26 (1987), in which the

Court noted that ‘confidential business information has long been recognized as property.”
36 701 F. Supp. 39 (E.D.N.Y.), aff’d, 868 F.2d 1268 (2d Cir. 1988).
37Id. at 42.  See also United States v. Shotts, 145 F.3d 1289 (11th Cir. 1998) (a bail bond license is not

government "properly” under Alabama law and does not support a mail fraud conviction), cert, denied, 525 U.S.
1177 (1999); United States v. Murphy, 836 F.2d 248, 253-54 (6th Cir.) (state’s right to accurate information with
respect to its issuance of bingo permits is not a cognizable properly interest), cert, denied, 488 U.S. 924 (1988);
United States v. Dadanian, 856 F.2d 1391, 1392 (9th Cir. 1987) (“scheme to obtain the gambling license did not
affect the City of Bell’s interests as a property holder”).

of his or her scheme to defraud, the prosecutor should allege that the goal of the scheme to
defraud was ultimately to  obtain  money from various  insurance  companies—not to  obtain  a
license to practice medicine in the state, whereupon he or she would submit fraudulent claims to
insurance companies.38 Similarly, a case in which a provider pays kickbacks for patient referrals
should not be charged as a mail fraud scheme to deprive Medicare of the honest services of the
provider, but rather as a mail fraud scheme in which the provider obtains Medicare money by
means  of  dishonest  practices.39 In  this  way,  most  objections  to  the  indictment  due  to  the
“intangible rights” theory can be avoided.

In short, the mail fraud statute is a powerful tool for health care fraud prosecutors, capable
of addressing virtually every type of health care scheme against almost every kind of conceivable
victim.40 Not surprisingly, therefore, the mail fraud statute is one of the most commonly used
charges in health care fraud cases.



4. Wire Fraud, 18 U.S.C. §1343

Like  the  mail  fraud  statute,  the  wire  fraud  statute  has  a  wide  reach  and  allows  for
descriptive language in the indictment. The wire fraud statute prohibits the interstate use of any
electronic signal in furtherance of a scheme to defraud:

Whoever, having devised or intending to devise any scheme or artifice to defraud, or for
obtaining money or property by means of false or fraudulent pretenses, representations, or
promises,  transmits  or  causes  to  be  transmitted  by  means  of  wire,  radio,  or  television
communication in interstate or foreign commerce, any writings, signs, signals, pictures, or
sounds for the purpose of executing such scheme or artifice, shall be fined under this title or
imprisoned not more than five years, or both.

__________________________

38See United States v. Hooshmand, 931 F.2d725,731 (11th Cir. 1991) (indictment charging physician with
scheme to defraud insurers of money complies with  McNally)', United States v. Allard, 864 F.2d 248 (1st Cir.
1989) (scheme to fraudulently obtain medical license was properly alleged under McNally where common-sense
reading of charging document described a scheme to improperly practice medicine and treat  patients—activities
“ordinarily undertaken for remuneration,” id. at 251.)

39See, e.g., United States  v.  Paccione,  949 F.2d 1183 (2d Cir.  1991) (upholding mail  fraud  convictions
relating to the obtaining and carrying out of waste dumping contracts in New York City. The court noted that the
indictment alleged a scheme to defraud the city and state of “revenues from licensing fees and dumping fees,” which
constituted property for purposes of the mail fraud statute.), cert, denied, 505 U.S. 1220 (1992).

40See, e.g., United States v. Iloani, 143 F.3d 921,922 (5th Cir. 1998) (physician convicted of violation of the
mail fraud statute where he had “conducted a scheme in which he conspired with patients to submit fraudulent bills
to insurance companies for treatments that were never rendered”): United States v. Sidhu, 130 F.3d 644, 647 (5th
Cir. 1997) (physician and office manager charged, inter alia, with conspiracy to commit mail fraud and mail fraud
“relating to their practice of submitting false claims for medical services to various private insurers and government
programs”); United States v. Dino, 919 F.2d 72 (8th Cir. 1990) (indictment charging use of the mails in a scheme to
defraud drug manufacturers and drug customers), cert, denied, 502 U.S. 808 (1991).

Thus, this provision of the law makes it a crime, for example, to use the telephone, 41 a fax
machine, electronic mail, bank wire transfers, or electronic billing over a modem across state
lines.

The requirement that the wire transmission be interstate in nature distinguishes the wire
fraud statute from the mail  fraud statute (which allows prosecution for intrastate  mailings or
deliveries  in  furtherance  of  a  fraudulent  scheme).  Thus,  a  case  involving  purely  intrastate
telephone  calls  or  electronic  claims  submissions  cannot  be  prosecuted  under  the  wire  fraud
statute if there exist no other types of wire transmissions across state lines. In part because of this
additional jurisdictional requirement, the wire fraud statute is employed less frequently than the
mail fraud statute in health care fraud prosecutions.

5. False Claim to the United States, 18 U.S.C. §287, and the Related Conspiracy Statute, 18



U.S.C. §286

a. 18 U.S.C. §287

Where the victim of a health care fraud offense is the U.S. government— as is the case in
any Medicare, Medicaid, TRICARE, Veterans Affairs (VA), or Office of Personnel Management
fraud—the prosecutor may allege a crime under 18 U.S.C. §287. This criminal statute makes it
an offense to submit a false claim for money to the United States:

Whoever makes or presents to any person or officer in the civil, military, or naval service of
the United States, or to any department or agency thereof, any claim upon or against the
United  States,  or  any  department  or  agency  thereof,  knowing  such  claim  to  be  false,
fictitious, or fraudulent, shall be imprisoned not more than five years and shall be subject to
a fine in the amount provided in this title.
The criminal false claims statute—and its accompanying conspiracy statute, 18 U.S.C. §286

—is used in health care fraud prosecutions to address situations where claims for payment are
presented to government health care programs.

The proof underlying a criminal false claim allegation may overlap substantially with the
proof of mail fraud or false statement charges. There is no requirement that the claim on its face
be false, for the statute encompasses “fraudulent” claims as well. Therefore, a “false claim” can
be alleged even if the service was rendered as billed if, for example, the claim was the result of a
scheme to render  medically  unnecessary services.42 Case law suggests  that  each  claim form
submitted for reimbursement purposes constitutes a false claim, not each line item on the claim
form.43

41Use of a cellular phone during an interstate call in furtherance of a scheme to defraud would be prosecutable
under the wire fraud statute only if a portion of the call used a wire transmission across state lines.

42United States v. Campbell, 845 F.2d 1374, 1381-82 (6th Cir.)  (noting that  unnecessary or inappropriate
medical  treatments  billed  to  Medicare  are  a  violation  of  §287  where  the  claim  forms  expressly  required  the
physician to certify that “the services shown on this form were medically indicated and necessary for the health of
the patient”), cert, denied, 488 U.S. 908 (1988).

43United States v. Krizek, 111 F.3d 934, 939 (D.C. Cir. 1997) (in civil false claims context, “that the claim in
this context is the HCFA 1500 form is supported by the structure of the form itself”), appeal after remand, 192
F.3d 1024 (D.C. Cir. 1999).

This  section  is  popular  among  health  care  fraud  prosecutors,  primarily  because  of  its
intuitively simple appeal to juries, combined with case law establishing the broad reach of the
statute. For example, although the prosecutor must prove that the provider knowingly submitted
a false claim, he or she need not establish that the provider had an intent to defraud.44 In fact,
there is a split in the circuits on the issue of whether the government bears the burden of proving
that the falsity contained in the claim was even material to the agency that received the false
claim. Two circuits have held that the government bears the burden of proving materiality in a
false claims case;4'1 four have held that materiality is not an element of the offense.46

Within  the  sometimes  complicated  structure  of  health  care  claims  and reimbursements,



there  may  arise  a  question  as  to  how  directly  a  claim  must  be  submitted  to  the  federal
government to fall within the purview of §287. For example, does a claim submitted to a fiscal
intermediary or Medicare carrier qualify as a false claim to the United States? Can a provider be
charged with submitting false claims to the federal government if the claims are sent to a state
Medicaid program, which in turn receives funding from the federal government?

Case law suggests that the answer is affirmative. The U.S. Supreme Court has noted that the
civil false claims statute is designed to prohibit the submission of fraudulent claims that involve
federal  funds,  regardless  of  whether  there  is  privity  of  contract  with  the  defendant.17

Subsequently, courts have held that a claim submitted by a subcontractor to another contractor,
with  knowledge  that  the  contractor  would  seek  reimbursement  from  the  United  States,
constitutes  a  criminal  false  claim  upon  the  United  States.48 The  Fifth  Circuit  has  held  that
submission of a claim to the state of Louisiana, knowing that the state would rely on the claim in
seeking reimbursement  from the  federal  government,  also  may  be  charged  as  a  false  claim
against the United States.49

Prosecutors  and  defense  counsel  should  pay  particular  attention  to  the  unit  alleged  to
constitute a “claim” for purposes of the false claims statute. In  United States v.  Krizek,50 the
Court of Appeals for the District of Columbia held that all the services and line items contained
on a HCFA 1500 form constituted but one false claim, despite the fact that numerous services on
different dates of service (for the same beneficiary)  were contained on a single HCFA 1500
form.51 In so holding, the court relied on Supreme Court and other appellate

_______________________
44United States v. Milton. 602 F.2d 231 (9th Cir. 1979).
45"United States v. Snider, 502 F.2d 645, 652 n. 12 (4th Cir. 1974); United States v. Adler, 623 F.2d 1287,

1291 n.5 (8th Cir. 1980).
46United States v. Elkin, 731 F.2d 1005, 1009 (2d Cir.), cert, denied, 469 U.S. 822 (1984); United States v.

Upton, 91 F.3d 677, 685 (5th Cir. 1996), cert, denied, 520 U.S. 1228 (1997); United States v. Taylor, 66 F.3d 254,
255 (9th Cir. 1995), cert, denied, 520 U.S. 1103 (1997); United States v. Parsons, 967 F.2d 452, 455 (10th Cir,.
1992).

47United States ex rel. Marcus v. Hess, 317 U.S. 537 (1942).
48United States v. Blecker, 657 F.2d 629 (4th Cir. 1981), cert, denied, 454 U.S. 1150 (1982).
49United States v. Beasley,  550 F.2d 261 (5th Cir.),  cert, denied, 434 U.S. 863 (1977);  but sec United

States v. Catena, 500 F.2d 1319 (3d Cir.) (fiscal intermediaries and carriers probably not “agencies” of the United
States for purposes of §287. but conviction upheld on aiding and abetting theory),  cert, denied, 419 U.S. 1047
(1974).

50 111 F.3d 934 (D.C. Cir. 1997).
51 Id. at 939.

court rulings, and focused on the conduct of the defendant in defining the parameters of a false
claim,52 and pointed out that the charges on the single HCFA 1500 were totaled to produce one
request or demand for payment.53

Krizek is also illustrative of the perils of false claims allegations based solely on audit data
indicating more service hours billed than physically possible, or likely, in a single working day.
In  Krizek. the government alleged a violation of the civil False Claims Act by a physician,54



whom the government contended had routinely billed Medicare for office visits longer in length
than were actually provided. The government’s evidence of the fraud took the form of audit data
reflecting that the physician billed various insurance programs for more hours than there were in
a  day.  At  one  point  in  the  protracted  proceedings,  the  district  court  severely  curtailed  the
government’s damages, holding that the government had not established that the particular office
visits that were either not rendered or upcoded were the visits billed to Medicare or Medicaid.55

Although  the  court  of  appeals  later  reversed  this  portion  of  the  district  court’s  ruling,
holding that the government does not have to “prove that the claims in excess of 24 hours were
the ones billed to Medicare/Medicaid,”56 it did so only because the government was proceeding
under the civil, not the criminal. False Claims Act. The court specifically found that because the
government had merely to prove the Krizeks acted "in reckless disregard of the truth or falsity of
the information” by “a preponderance of the evidence,”57 the government’s burden was met by
evidence that the Krizeks billed for more than 24 hours in a day and that private pay patients
were  more  likely  to  monitor  their  bills  than  Medicare  or  Medicaid  patients.58Cautious
prosecutors, however, will read into the court’s holding a warning that under the more stringent
standards of criminal law, evidence should be presented to demonstrate that particular claims
submitted to the government were false. In other words, the criminal False Claims Act is not
directed at a fraudulent scheme; any charged violation of the statute must allege precisely what
the law prohibits, which is the submission of a particular and specific false claim.

b. 18 U.S.C. §286

Because the false claims statute has its “own” conspiracy statute, located at 18 U.S.C. §286,
a  violation  of  §287  cannot  be  deemed  an  object  of  a  conspiracy  charged  under  the  more
commonly used conspiracy statute, 18 U.S.C. §371. That is to say,  any conspiracy to violate
§287 must be alleged

__________________________________

52See, e.g., United States v. Bornslein, 423 U.S. 303, 307 (1976); United States ex rel. Marcus v. Hess,
317 U.S. 537, 552 (1943); United States v. Giannis, 172 F.2d 507, 515 (4th Cir.),  cert, denied, 337 U.S. 918
(1949); United States v. Woodbury, 359 F.2d 370, 378 (9th Cir. 1966).

53Krizek, 1 11 F.3d at 940
54United States v. Krizek, 7 F. Supp. 2d 56 (D.D.C. 1998).
55 Id. at 58 (“The problem with the Government’s argument is that the Government cannot prove that the

claims  in  excess  of  24  hours  were  the  ones  billed  to  Medicare/Medicaid  as  opposed  to  those  billed  to  non-
Medicare/Medicaid private patients.”).

56“United States v. Krizek, 192 F.3d 1024, 1029 (D.C. Cir. 1999).
57Id., citing 31 U.S.C. §§3729(b)(3) & 3731(c).
58Id. at 1029-30.

under §286. It is worth noting, however, that §286 carries a 10-year maximum sentence—twice
the maximum sentence that can be imposed under either §287 or §371.

18 U.S.C. §286 states:

Whoever  enters  into  any agreement,  combination,  or  conspiracy  to  defraud  the  United



States, or any department or agency thereof, by obtaining or aiding to obtain the payment or
allowance  of  any  false,  fictitious  or  fraudulent  claim,  shall  be  lined  not  more  than
[$250,000] or imprisoned not more than ten years, or both.

Like §287, conspiracies charged under this statute have straightforward jury appeal and can
be quite simply stated and directly proven.59 If the health care fraud at issue involves submission
of false claims to a government program, then a conspiracy to submit those false claims must be
charged using §286. The conspiracy statute found at §371 is not used in instances where the
substantive violation (here,  submission of false claims under 18 U.S.C. §287) has its  “own”
conspiracy statute.

6. Unlawful Distribution of a Controlled Substance, 21 U.S.C. §841 (a)(1)

One area of health  care fraud enforcement has engendered a number of prosecutions in
federal  court  under  21  U.S.C.  §841  (a)(1),  which  governs  narcotics  prosecutions.  These
prosecutions  involve  the  unlawful  distribution  of  controlled  substances,  usually  prescription
drugs,  and  sometimes  result  in  an  unusual  partnership  between  traditional  health  care  fraud
investigators and agents of the Drug Enforcement Administration (DEA). Controlled substances
are by definition regulated by the Attorney General of the United States.60 The attorney general
thus has jurisdiction over drug diversion matters—that is, cases in which controlled substances
are diverted from their normal intended use.61

Because Medicare historically has not included prescription drugs as one of its benefits,
almost all unlawful distribution prosecutions brought in federal court under 21 U.S.C. §841 (a)
(1)  have  involved  fraud  against  the  Medicaid  program.  The  defendants  in  such  cases  have
included  physicians  who  knowingly  write  prescriptions  for  controlled  substances  that  are
medically unnecessary, usually in exchange for kickbacks from the pharmacist; the pharmacist
who fills the prescription and bills Medicaid; or both. A large percentage of the

59See, e.g., United States v. Ntshona, 156 F.3d 318 (2d Cir. 1998). In that case, three individuals running a
durable medical equipment company conducted health fairs to demonstrate medical equipment to elderly residents
of several Newark, New Jersey, housing projects. During the fairs, the three would obtain the names and Medicare
program numbers for Medicare program beneficiaries and thereafter submit false claims to Medicare for equipment
never in fact delivered to the patients. Ntshona, a physician, participated in this conspiracy to submit false claims by
signing Certificates of Medical Necessity. Her conviction for violation of §286 was affirmed with little comment on
appeal.

6021 U.S.C. §§821 & 823.
61See. e.g. United States v. Gome/, 31 F.3d 28 (2d Cir. 1994) (defendant pled guilty to conspiracy relating to

drug diversion resulting in Medicaid fraud, after defendant illegally sold prescription drugs to an undercover agent
that  lacked  expiration  dates  and  lot  numbers  required  for  legal  sale  of  controlled  substances):  Fourth  Street
Pharmacy v. United States Dep’t of Justice, Drug Enforcement Admin.. 836 F.2d 1137. 1139 (8th Cir. 1988) (DEA
is authorized by statute to revoke pharmacy’s DEA registration for state felony conviction for dispensing a Schedule
IV controlled substance without a prescription).

cases also involve high-volume clinics that cater to Medicaid patients, with licensed physicians
or unlicensed practitioners writing routine prescriptions for widely used controlled substances
such as Tylenol with codeine or codeine cough syrup.62

Section 841(a)(1) provides:



Except as authorized by this subchapter, it shall be unlawful for any person
knowingly or intentionally—

(1) to manufacture, distribute, or dispense, or possess with intent to manufacture,
distribute, or dispense, a controlled substance. . ..

The  statutory  exemption  for  physicians  is  found  at  18  U.S.C.  §829(a)  and  (b),  which
prohibits dispensing of controlled substances “[except when dispensed directly by a practitioner,
other than a pharmacist, to an ultimate user. . .”. Physicians are therefore not subject to criminal
prosecution for violation of 21 U.S.C. §841 (a)(1) when they prescribe controlled substances
pursuant to their roles as licensed medical practitioners. However, the U.S. Supreme Court has
noted that physicians are criminally liable under this statute “when their activities fall outside the
usual  course  of  professional  practice.”63  This  prohibition  against  errant  physicians  and
pharmacists is explicitly set forth in 21 C.F.R. §1306.04.64

To obtain a conviction under §841 (a)(1) against a licensed physician, the prosecution must
show:  (1)  that  the  defendant  distributed  a  controlled  substance;  (2)  that  he  or  she  acted
knowingly and intentionally;  and (3) that he or she prescribed the drug without a legitimate
medical purpose and outside the course of professional practice.65

___________________________

62See, e.g., United States v. Khan, 53 F.3d 507 (2d Cir. 1975) (Physicians and clinic organizer convicted of
$8 million Kaekeloer Influenced and Corrupt Organizations (RICO) and mail fraud scheme against Medicaid, where
Medicaid patients came to clinics for medically unnecessary prescriptions; unlicensed physician assistants treated
patients; and physicians kicked back 50-40 percent to clinic in payments disguised as '‘rent”),  cen. denied,  516
U.S. 1042 (1996); United States v. Romano, 970 F.2d 164 (6th Cir. 1992) (three medical clinics committed fraud on
Medicaid and private insurance by having unlicensed practitioners run patients through unnecessary tests, then write
prescriptions for unnecessary drugs); United States v. Hughes, 895 F.2d 1135 (6th Cir. 1990) (RICO case involving
sham clinics  that  drew  blood  and  hilled  Medicaid  for  “comprehensive”  blood  tests,  then  referred  patients  to
pharmacy for Tylenol with codeine, for which physician and pharmacist were prosecuted under 21 U.S.C. §841 (a)
( 1)); United States v. Patten, M.D., 40 F.3d 774 (5th Cir. 1994) (physician convicted of 89 counts of conspiracy to
dispense controlled substances,  unlawfully dispensing controlled substances,  Medicaid fraud,  and obstruction of
justice), cert, denied, 515 U.S. I 132 (1995).

63United States v. Moore, 423 U.S. 122, 124 (1975).
6421 C.F.R. § 1306.04(a) provides:
A prescription for a controlled substance must be issued for a legitimate medical purpose by an individual
practitioner acting in the usual course of his professional practice. The responsibility for the proper prescribing
and dispensing of controlled substances is upon the prescribing practitioner, but a corresponding responsibility
rests with the pharmacist who fills the prescription. An order purporting to be a prescription issued not in the
usual course of professional treatment or in legitimate and authorized research is not a prescription within the
meaning and intent  of section 309 of the Act  (21 U.S.C. §829) and the person knowingly filling such a
purported prescription, as well as the person issuing it, shall be subject to the penalties provided for violations
of the provisions of law relating to controlled substances.
65United States v. Johnson, 71 F.3d 539, 542 (6th Cir. 1995), cert, denied, 517 U.S. 1113 (1996); see also

United States v. Varma, 691 F.2d 460, 462 (10th Cir. 1982). It also should be

To prove that the defendant physician’s prescriptions did not serve any legitimate medical
purpose, the defendant’s practices regarding the dispensing of controlled substances are usually
contrasted with legitimate forms of medical practice. In one case, for example, the government
called an expert witness to testify that it was improper under state law for a physician to delegate



responsibility for prescribing controlled substances to a physician’s  assistant,  and that  it  was
inconsistent with legitimate medical practice for the defendant to: (1) adopt a policy that every
patient be given Tylenol 3; (2) draw blood before the patient was examined; (3) accept kickbacks
from the laboratory; (4) fail to document a physician’s review of patient charts; and (5) tell a
physician’s assistant to use her own judgment in prescribing Tylenol with codeine.66

Similarly,  pharmacists  are  not  subject  to  criminal  liability  if  they  dispense  controlled
substances within the course of their duties as licensed pharmacists. The prosecution’s burden in
such cases is to establish that the pharmacist was part of, or privy to, the scheme to dispense
medically unnecessary prescription drugs to patients and then bill Medicaid or other insurance
for the drugs.67 Where the defendant is a pharmacist, the prosecution must overcome the defense
that the pharmacist  was simply relying in good faith on the prescriptions written by licensed
physicians. Such proof may take the form of evidence that the pharmacy’s practices were so
inconsistent with realistic business scenarios that they could be undertaken only by a pharmacist
who  knowingly—or  with  willful  blindness  or  reckless  disregard  for  the  truth68—was
participating in a crime.

For  example,  in  United  States v.  Hughes,69 a  pharmacist  called  as  an  expert  by  the
government testified that it would not be within usual course of pharmacy practice to meet with
nonmedical personnel and set up quotas of Tylenol 3 and Tylenol 4 to be dispensed per day. The
expert  also  testified  that  it  would  be  highly  unusual  in  the  course  of  pharmacy  practice  to
dispense more than 2,000 dosage units of Tylenol 3 and Tylenol 4 to patients from one clinic
within a 4-day period, and more than 20,000 dosage units within a 30-day period.70

In the  end,  the  jury must  evaluate  the  totality  of  the  evidence  in  deciding  whether  the
prosecution  has  proven beyond  a reasonable  doubt  that  a  physician’s  prescriptions  for,  or  a
pharmacist’s dispensing of, a controlled substance did not serve a legitimate medical interest. In
United  States  v.  Kaplan,71 the  defendant  physician  sought  a  jury  instruction  that  because
undercover agents acting as patients had lied to him, the resulting diagnoses were flawed, and the
government  noted  that  physicians  who  prescribe  controlled  substances  must  first  obtain  a
controlled substances registration number from the DEA. 21 C.F.R. §1301 et seq.

__________________

66United States v. Hughes, 895 F.2d 1135, 1144 (6th Cir. 1990) (“expert testimony is admissible in criminal
cases to establish the ‘generally acceptable standards of medical practice for issuing prescriptions,’” citing United
States v. Kirk, 584 F.2d 773, 785 (6th Cir.), cert, denied, 439 U.S. 1048 (1978)).

67See, e.g., United States v. Lawson, 682 F.2d 480, 482 (4th Cir.),  cert, denied, 459 U.S. 991 (1982)
(conviction affirmed where government proved that pharmacist knew a purported prescription was not issued in the
usual course of medical practice).

68See discussion of jury instructions, Chapter 12, Section IV.



69895 F.2d 1135 (6th Cir. 1990).

70 Id. at 1142 n.9. The expert also noted that it would be virtually impossible for a legitimate medical clinic to
give out Tylenol with codeine to every patient. Id. at 1 143.

7I895 F.2d 618 (9th Cir. 1990).

was precluded from proving that there was “no legitimate medical purpose” for the prescriptions.
The appellate court  held that there was no plain error where the jury had been instructed as
follows:

In  order  to  determine  whether  or  not  a  prescription  or  prescriptions  were  issued  for
legitimate medical purposes in the usual course of a physician's professional practice, you
may consider all of the evidence and the circumstances surrounding the prescribing of the
substances in question, any expert testimony as to what is a legitimate medical purpose in
the usual course of medical practice, and any other competent evidence hearing upon the
purpose for which the substances in question were prescribed.75

7. Theft or Bribery Concerning Programs Receiving Federal Funds, 18 U.S.C. §666
18 U.S.C. §666 provides in relevant part:

(a) Whoever, if the circumstance described in subsection (b) of this section
exists—

(1) being an agent of an organization, or of a State, local, or Indian tribal government,
or any agency thereof—

(A) embezzles,  steals, obtains by fraud, or otherwise without authority knowingly
converts  to  the  use  of  any person  other  than  the  rightful  owner  or  intentionally
misapplies, property that—

(i) is valued at $5,000 or more, and
(ii) is owned by,  or is under the care, custody,  or control of such organization,
government, or agency; or

(2) corruptly gives,  offers,  or  agrees  to  give anything of value to  any person, with
intent to influence or reward an agent of an organization or of a State, local, or Indian
tribal government, or any agency thereof, in connection with any business, transaction,
or  series  of  transactions  of  such  organization,  government,  or  agency  involving
anything of value of $5,000 or more;

shall be fined under this title, imprisoned not more than 10 years, or both.
(b) The circumstance referred to in subsection (a) of this section is that the organization,
government, or agency receives, in any one-year period, benefits in excess of $10,000 under
a Federal program involving a grant, contract, subsidy, loan, guarantee, insurance, or other
form of Federal assistance.

Recent cases have examined the ability of the government to prosecute health care fraud
bribery cases under the traditional bribery statute, 18 U.S.C. §666. Cases have arisen in which
funds of an entity receiving federal health care benefits have been wrongly diverted in exchange
for bribes or kickbacks.



Suppose, for example, that an employee of a hospital grants a loan, or awards a contract, to
a company that pays the employee a cash kickback. The Supreme Court recently addressed that
scenario in United States v. Fischer,71 laying to rest a conflict among circuit courts as to whether
a criminal  prosecution under  §666 could  be brought  where federal  health  care benefits  to a
hospital were wrongly diverted to bribes or kickbacks. In Fischer, the chief financial officer of a
hospital  took a $10,000 kickback in exchange for granting a $1.2 million loan to an outside
company. The defendant, who was president of the
_______________

72Id. at 624.
73529 U.S. 667 (2000).

outside company that paid the kickback, argued on appeal that his convictions under §666 should
be reversed because the government had not proved that the hospital “receives, in any one-year
period,  benefits  in  excess  of  $10,000  under  a  Federal  program involving  a  grant,  contract,
subsidy,  loan,  guarantee,  insurance,  or  other  form of  Federal  assistance,”  as required by the
statute.

The Eleventh Circuit affirmed the convictions,74 noting that the evidence showed that the
hospital had collected between $10 million and $15 million Medicare dollars during the year in
question.75 The court distinguished this situation from the one in United States v. Copeland,76 in
which  the  court  held  that  the  government  could  not  bring  a  prosecution  under  §666 if  the
organization at issue (in that case, Lockheed) derived its federal funds purely from contractual
relationships with the government. Such funds, according to the court, were not “benefits” within
the meaning of §666.

The Eleventh  Circuit  in  Fischer also held  that  any Medicare  funds qualified  as  federal
benefits for purposes of §666(b), regardless of whether the funds were received directly by the
hospital or whether the funds were received by hospital physicians as a result of assignment of
Medicare benefits by patients.77

Shortly  after  the  Fischer case  was  decided,  the  Tenth  Circuit  reached  the  opposite
conclusion in  United States v. LaHue.78 In  LaHue, the defendants were owners of a medical
group charged with receiving  bribes  from various  hospitals  in  return  for  referring  Medicare
patients to the hospital. The issue on appeal was whether the medical group was an organization
that  “receive[d]  benefits  in  excess  of  $10,000 under  a  Federal  Program.”79 Virtually  all  the
Medicare dollars received by the medical group were Medicare payments that had been assigned
to the group’s physicians by the Medicare patients seen by the physicians.  The  LaHue court
found that §666(b) did not include benefits that had been assigned to the subject organization as
a third party by their intended beneficiaries (here, the Medicare patients).80 The court believed
this interpretation of the statute to best comport with the legislative history of the statute, which
cited  the  types  of  situations  §666  was  intended  to  cover.  Those  situations  all  involved
organizations  that  were  the  intended  recipients  of  federal  program funds  and  were  directly
responsible for administering or spending the federal grant monies for the benefit of the intended
beneficiaries.81

In  excluding  assigned  Medicare  payments  from the  types  of  federal  funds  covered  by
§666(b), the LaHue holding conflicted with the rule set forth in Fischer. The Fischer court had



no difficulty including both direct grants of federal monies and assigned beneficiary payments in
the definition of “benefits in excess of $10,000” for purposes of §666(b). The court held that “the
plain

_____________________________________

74168 F.3d 1273 (11th Cir. 1999), aff'd. 529 U.S. 667 (2000). 

75Id. at 1276.

76143 F.3d 1439 (1 Ith Cir. 1998).

77Fischer, 168 F.3d at 1278.

78170 F.3d 1026 (10th Cir. 1999).
79Id. at 1027 (quoting §666(b)).
80ld. at 1031 (“What happens to the funds once the patient receives them is beyond the scope of section 666.”).

81 Id. at 1030, citing S. Rep. No. 95-225 at 370 nn. 2 & 3, reprinted in 1984 U.S.C.C.A.N. at 3182, 3511
nn. 2 & 3 and cases cited therein.

language of §666(b) does not distinguish between an organization, government, or agency that
receives ‘benefits’ directly under a federal program and an organization, government, or agency
that receives ‘benefits’ as an assignee under a federal program.”82

In its written opinion affirming the Eleventh Circuit in Fischer, the Supreme Court held that
Medicare payments to hospitals, although made on behalf of individual beneficiaries, qualified as
“benefits” within the meaning of §666(b). The Court relied heavily on the fact that the Medicare
program requires that hospitals  comply with its “intricate  regulatory scheme”83 before it  will
dispense payments to the hospital. The Court thus distinguished Medicare payments to hospitals
from federal government payments to contractors “whom the Government does not regulate or
assist for long-term objectives or for significant purposes beyond performance of an immediate
transaction.”84

In language almost certain to generate more litigation over the reach of §666, the Supreme
Court also cautioned that “[o]ur discussion should not be taken to suggest that federal funds
disbursed  under  an  assistance  program  will  result  in  coverage  of  all  recipient  fraud  under
§666(b).”85 The Court instructed that “[t]o determine whether an organization participating in a
federal  assistance  program  receives  ‘benefits,’  an  examination  must  be  undertaken  of  the
program’s structure, operation, and purpose. The inquiry should examine the conditions under
which the organization receives the federal payments.”86 Hence it appears that while a §666(b)
prosecution could be brought against a person who defrauds a hospital that received more than



$10,000 a year in federal health insurance funds, the same might not be true for a person who
defrauds a less-regulated medical provider such as a medical equipment supplier.

8. Obstruction of Agency Investigations, 18 U.S.C. §1505

Occasionally,  although  unfortunately  with  increasing  frequency,  providers  under
investigation  endeavor  to  obstruct  the  agency  by  seeking  to  suborn  perjury  on  the  part  of
patients, colleagues, or employees; by fabricating patient treatment files where none existed; or
by destroying records. When such conduct occurs in connection with a criminal investigation, it
may become the subject of a criminal prosecution for obstruction of justice under 18 U.S.C.
§1503. However, an attempt to obstruct justice may occur either before a formal criminal referral
to  the  U.S.  Attorney’s  Office,  or  after  a  criminal  declination  and  during  a  “civil  only”
investigation. As the number of civil health care fraud investigations increases, along with the
number  of parallel  civil/criminal  investigations  that  delay use of the grand jury,  attempts  to
obstruct such investigations will likely be addressed through 18 U.S.C. §1505.

________________________________

82Fischer, 168 F.3d at 1278. The  Fischer court noted that the evidence at trial “did not clearly establish
whether [the hospital! received funds directly from the Medicare program or received funds as an assignee under
Part B or even Part A of the federal program,” but held that in either circumstance the statutory prerequisite under
§666 would be met.

83United States v. Fischer, 529 U.S. 667, 679 (2000).
84ld.
85Id. at 681.
86ld.

The second part of § 150587 criminally punishes anyone who:

corruptly, or by threats or force, or by any threatening letter or communication influences,
obstructs,  or impedes or endeavors to influence,  obstruct,  or impede the due and proper
administration of the law under which any pending proceeding is  being had before any
department or agency of the United States. . .

Health care fraud investigations can begin in a variety of ways—(I) hy referral from the
Office of Inspector General (OIG) of the Department of Health and Human Services (HHS) to
the Medicare carrier,  (2) by referral  from the carrier  to the OIG, (3) by referral  to the U.S.
Attorney's Office and commencement of a criminal and civil investigation, or (4) by immediate
criminal declination and the opening of a civil  investigation and the issuance of an inspector
general subpoena. To determine whether there has been a violation of §1505, one must look at
what stage in the agency proceeding the obstructive conduct occurred.

The pertinent aspects of §§1503 and 1505 are identical, and the case law regarding § 1503,
a much more widely used statute, should be equally applicable to interpretations of §1505. It is a
violation of 18 U.S.C. §1503, the obstruction of justice statute, to create false documents for a
civil suit.88 As the Fourth Circuit has noted:



The  words  “due  administration  of  justice”  import  a  free  and  fair  opportunity  to  every
litigant in a pending case in a federal court to learn what he may learn (if not impeded or
obstructed) concerning material facts and to exercise his option as to introducing testimony
of such facts. The violation of the law may consist in preventing a litigant from learning
facts which lie might otherwise learn, and in thus preventing him from deciding for himself
whether or not to make use of such facts.89

By analogy, therefore, it would be an obstruction of a proceeding before III-IS OIG for a
provider  to  seek to  prevent  that  agency from learning the true facts,  for example,  regarding
certain bills submitted by the provider to the Medicare program for payment. If, for example, a
physician under civil  investigation by the HHS Office of Investigations knowingly presented
false treatment notes to the agency in response to an inspector general subpoena, the agency’s
free and fair opportunity to administer the law would have been obstructed.

An obstruction need not be successful to be a violation of the § 1503;90 by analogy, an effort
to obstruct  an agency proceeding in violation of §1505 need not be successful,  and that  the
agency  was  not  fooled  is  irrelevant  to  the  charge.  Moreover,  a  conspiracy  to  obstruct  the
proceeding is complete with

87The first part is not relevant to health care fraud cases. That part of §1505 pertains principally to obstructive
behavior regarding civil investigative demands used pursuant to the civil antitrust process.

88See, e.g., Falk v. United States, 370 F.2d 472 (9th Cir. 1966), cert, denied, 387 U.S. 926 (1967); Roberts
v. United States, 239 F.2d 467 (9th Cir. 1956); Sneed v. United States, 298 F. 91 I (5th Cir.),  cert, denied, 265
U.S. 590 (1924).

89Wilder v. United States, 143 F. 433 (4th Cir. 1906), cert, denied, 204 U.S. 674 (1907).
90Roberts, 239 F.2d 467 (attempt to convince a witness in a civil case to lie at a deposition, even if not

successful, violates the statute); Falk, 370 F.2d 472 (same). In United States v. Faudman, 640 F.2d 20 (6th Cir.
1981), the defendant altered a corporate record book after the start of a grand jury investigation. The Sixth Circuit,
in holding that this conduct violated the
the  commission  of  the  first  overt  act,  regardless  of  whether  the  conspiracy  is  ever
consummated.91 Acts of obstruction in anticipation of a proceeding do not violate the statute; the
agency  proceeding  in  question  must  he  pending,  and  the  government  must  show  that  the
defendant  knew  or  was  on  notice  that  the  proceeding  was  pending.''12 Finally,  agency
investigative activities, where they are coupled with issuance of subpoenas, are “proceedings”
within the scope of §1505; a law enforcement investigation without that formal step is not.93

9. Obstruction of Criminal Investigations, 18 U.S.C. §1510

HIPAA  specifically  added  a  criminal  penalty  for  any  bank  officer  who  intentionally
obstructs  a judicial  proceeding by notifying  any other  person about  a Department  of Justice
(DOJ) Health Care Fraud Administrative Subpoena94 to the bank. 18 U.S.C. §1510(b) provides in
relevant part:

(1) Whoever, being an officer of a financial institution, with the intent to obstruct a judicial
proceeding, directly or indirectly notifies any other person about the existence or contents of a
subpoena for records of that financial institution, or information that has been furnished to the
grand jury in response to that subpoena, shall be fined under this title or imprisoned not more



than 5 years, or both

(3)(B)  the  term  “subpoena for  records”  means  a  Federal  grand  jury  subpoena  or  a
Department of Justice subpoena (issued under section 3486 of title 18), for

_________________________
statute even though not successful (the grand jury was not fooled), observed that:

[I]t was the testimony of the Borman Company, by way of its corporate records, which was sought by the
grand  jury.  The defendant  did  impede the  administration  of  justice  by altering  those  records  so  that  the
“testimony” of the company would not implicate his brother.

Icl. at 23.
91United States v. Minkoff, 137 F.2d 402 (2d Cir. 1943).
92See United States v. Walasek, 327 F.2d 676, 678 (3d Cir. 1973) (fact that a witness had been called by a

U.S. Attorney’s Office to testify before a regularly silting grand jury on the matter under investigation was sufficient
to establish pendency);  United States v.  Vesieh, 724 F.2d 451, 455 (5th Cir. 1984) (“[We look to whether  the
investigating agency has  acted  ‘in  furtherance  of  an  actual  grand  jury investigation,  i.e.,  to  secure  a  presently
contemplated presentation of evidence before the grand jury”’).

93See, e.g., United States v. Sutton, 732 F.2d 1483, 1490 (10th Cir. 1984),  cerl. denied,  469 U.S. 1157
(1985); United States v. Vixie, 532 F.2d 1277, 1278 (9th Cir. 1976); United States v. Batten, 226 F. Supp. 492, 493
(D.D.C.  1964).  cert, denied, 380 U.S. 912 (1965).  In  those cases,  the investigations typically  have  involved
agencies with some adjudicative power, or with the power to enhance their investigations through the issuance of
subpoenas or warrants. See Sutton, 732 F.2d at 1490 (Department of Energy investigation, including issuance of
administrative subpoena,  was proceeding under  §1505);  Vixie, 532 F.2d at  1278 (IRS investigation,  including
issuance of subpoena, was a proceeding under §1505);  Batten, 226 F. Supp. at  493 (Securities and Exchange
Commission (SEC) investigation with authority to issue subpoenas and administer oaths was “proceeding” under
§1505). For an investigation to be considered a proceeding, then, it must be more than a “mere police investigation.”
See Batten, 226 F. Supp. at 493. In Batten, the court explained that the SEC’s authority to issue subpoenas and
administer  oaths in conjunction with its  investigations made an SEC investigation a §1505 proceeding.  Id. Cf
United States v. Higgins,  511 F. Supp. 453 (W.D. Ky. 1981) (because Federal  Bureau of Investigation was not
vested  with  rule  making  or  adjudicative  power  related  to  subject  of  indictment,  its  investigation  was  not  a
proceeding under §1505).

94For a detailed discussion of DOJ Health Care Fraud Subpoenas, see Chapter 9, Section III.B.l.c.
customer records that has been served relating to a violation of, or a conspiracy to violate— (i) section.,. 1956,
1957, or chapter 53 of title 31. ...

18 U.S.C, §§1956 and 1957 are the money laundering  statutes.  Most  health  care fraud
investigations present at least some potential for charging money laundering. Therefore, if the
Health  Care  Fraud  Administrative  Subpoena  contains  a  statement  that  potential  money
laundering  allegations  are  being  investigated,  bank  officers  could  be  criminally  liable  for
intentional  obstruction  of  an  investigation  if  they  disclose  the  receipt  or  the  contents  of  a
production pursuant to a DOJ Health Care Fraud Administrative Subpoena.

B. The Title 42 Medicare/Medicaid Fraud Statutes

The Social Security Act contains its own federal fraud enforcement statutes, enacted in 1972,
which originally could be used to address fraud against the Medicare and Medicaid programs
only. The statutes, although not used as frequently as the fraud statutes in Title 18, nonetheless
address a wider range of conduct, from kickback arrangements to fraudulent failure by a provider
to disclose to a benefits program that the provider does not have a right to monies paid by the



program.95

In a dramatic extension of the Social Security Act, subpart (f) of 42 U.S.C. §1320a-7b was
amended in 1996 to provide as follows:

For purposes of this section, the term “Federal health care program” means—

(1) any  plan  or  program  that  provides  health  benefits,  whether  directly,  through
insurance, or otherwise, which is funded directly, in whole or in part, by the United States
Government (other than the health insurance program under chapter 89 of Title 5); or

(2) any State health care program, as defined in section 1320a-7(h) of this title.

The significance  of  the  change in  statutory  language  to  “Federal  health  care  program”
should  not  be  underestimated.  This  expanded  definition  applies  to  all  crimes  prohibited  in
§1320a-7b, including those pertaining to the making of false statements and representations as
well as those regarding the payment of illegal remuneration. By expanding the crimes under Title
42 to cover all  “federal health  care programs,” Congress has made these criminal  fraud and
kickback prohibitions applicable to many health insurance programs other than Medicare and
Medicaid, including TRICARE, VA benefits, and the FEHBP.

1. Making or Causing to Be Made False Statements or Representations,
42 U.S.C. §]320a-7b(a)

The first group of criminal sanctions addresses false statements and representations, and is
found at 42 U.S.C. § 1320a-7b(a)(1) through (6). These sections prohibit six different types of
false statements or representations  in connection with the provision of care or the receipt  of
benefits. As noted below, whether the prohibited conduct is a felony or a misdemeanor depends
upon whether

the false statement was made in connection with providing or furnishing services to someone
else, or in connection with seeking benefits under the health care program as a beneficiary.

Subsection (1) prohibits  “knowingly and willfully mak[ing] or causing] to be made any
false statement or representation of a material fact in any application for any benefit or payment
under a Federal health care program (as defined in subsection (f) of this section).”

Subsection (2) prohibits “at any time knowingly and willfully mak[ing] or causing] to be
made any false statement or representation of a material fact for use in determining rights to such
benefit or payment.”

Subsection (3) provides that whoever:

having knowledge of the occurrence of any event affecting
(A) his initial or continued right to any such benefit or payment, or
(B) the initial or continued right to any such benefit or payment of any other individual
in whose behalf he has applied for or is receiving such benefit or payment,



conceals  or  fails  to  disclose  such  event  with  an  intent  fraudulently  to  secure  such
benefit or payment either in a greater amount or quantity than is due or when no such
benefit or payment is authorized

commits an offense.

Similarly, subsection (4) provides that any person “having made application to receive any
such benefit or payment for the use and benefit of another and having received it, knowingly and
willfully converts such benefit or payment or any part thereof to a use other than for the use and
benefit of such other person” also commits an offense.

Subsection (5) prohibits “present[ing] or causing] to be presented a claim for a physician’s
service for which payment may be made under a Federal health care program and knowing] that
the individual who furnished the service was not licensed as a physician.”

Finally, subsection (6) provides that whoever

for a  fee knowingly and willfully  counsels  or assists  an individual  to  dispose of  assets
(including  by any transfer  in  trust)  in  order  for  the  individual  Lo  become  eligible  for
medical assistance under a State plan under subchapter XIX of this chapter, if disposing of
the assets  results  in the imposition of a period of ineligibility for such assistance under
section I396p(c) of this title, [is guilty of an offense].

Any person committing any of these six offenses
shall (i) in the case of such a statement, representation, concealment, failure, or conversion
by any person in connection with the furnishing (by that person) of items or services for
which  payment  is  or  may be made under  the program,  be guilty of a felony and upon
conviction thereof fined not more than $25,000 or imprisoned for not more than five years
or both.

Alternatively,  subpart  (ii)  provides that “in the case of such a statement,  representation,
concealment, failure, conversion, or provision of counsel or assistance by any other person” that
individual shall be “guilty of a misdemeanor and upon conviction thereof fined not more than
$10,000 or imprisoned for not more than one year, or both.”

In charging a violation of any of the above, a prosecutor would be well advised to allege in
the indictment the subsection specifying whether the offense
is a felony or a misdemeanor. Because §I320a-7b provides that the crime is a felony only if the
defendant is the person furnishing the fraudulently hilled services or goods, specifying whether
the charge is brought under § 1320a- 7b(a)(l)(i) or §1320a-7b(a)(l)(ii) can eliminate ambiguity
where, for example, the defendant is one of many employees of a corporation. In such a case, it
might be difficult to discern whether the prosecution is alleging that the defendant is the provider
of services (and therefore guilty of a felony), or simply “any other person” than the provider (and
therefore guilty of only a misdemeanor). The simple inclusion of subsection (i) or (ii) in the
charging language can remedy this ambiguity.95

The  government  bears  the  burden  of  proving  not  only  that  the  provider  of  services
submitted claims that were false or fraudulent, but that the provider knew the false or fraudulent
nature of the claims.96

Although rarely used,97 42 U.S.C. §1320a-7b(a)(3) is nonetheless controversial because it



criminalizes inaction, rather than an affirmative act, by a provider or beneficiary of a program
created by the Social Security Act. As such, this provision is likely to be of greatest concern to
providers (and the attorneys who advise them) when an overbilling error resulting in payment is
detected during the course of an audit or other internal investigation. It is in such situations that
the temptation to indulge in the hope that “if we don’t tell them, maybe they’ll never find out”
may well turn a simple error into a criminal act.

The  criminalization  of  an  act  of  nondisclosure  raises  intriguing  issues,  including:  (1)
whether  failing  to  disclose  an  event  constitutes  a  continuing  crime  such  that  the  statute  of
limitations never runs; (2) whether a disclosure requirement potentially runs afoul of the Fifth
Amendment right against self- incrimination; and (3) whether the statute applies to situations
involving historical  payments  only,  and not ongoing payments,  where an original  claim was
unknowingly false and the only crime was the subsequent nondisclosure.

_________________
95United States v. I.aughlin. 26 3d 1523, 1528 (11th Cir.), cert, denied, 513 U.S. 965 (1994); United States

v. Larin, 824 F.2d 780 {9th Cir. 1987) (‘'knowledge of falsity" is an essential element of Medicaid fraud pursuant to
42 U.S.C. § 1320a-7b(a)),  cert, denied, 484 U.S. 1078 (1988).  In  txiiighlin. the Tenth Circuit  reversed the
defendant’s convictions under 42 U.S.C. §!320a-7b(a) because the court's instructions did not require that the jury
find the defendant knew the claims were fraudulent when he caused them lo he submitted. The appellate court
suggested that the addition of one of the following instructions would have remedied the omission: First; That the
defendant made or caused to he made a statement or representation of material fact in an application for benefits or
payment under the Act which he then and there knew to be false, or

Second: That the statement or representation was false as the defendant knew, or Third: That the defendant
knowingly and willfully caused to be made the false statement or representation knowing it to be false when
he made the claim.
96Id. at 1526-27.
97There are no reported cases under this statute. The charge has been included in two federal indictments to

date, hi  United States i\  Michael Phillips el til., No. 97CKII80K (S.l). Cal, 1997). the jury convicted the
defendant of several fraud charges, but did not reach a verdict on the charge brought under 42 U.S.C. §l320a-7b(a)
{3).  In  United  States v.  Jarrell,  Neeh Whiteside, No.  97-52-Cr-PPM-24 (M.D.  Fla.  1997).  part  of  the
conspiracy described in the indictment was the defendants’ knowing failure to notify the government of an error on
its cost reports involving interest expenses.

reported cases have yet dealt with this particular statute, but some guidance can be drawn from
other disclosure statutes carrying criminal penalties.98

Section  1320a-7b(a)(5)  takes  on  directly  what  most  fraud  statutes  can  address  only
indirectly—that  is,  that  the  Medicare  and  Medicaid  programs  offer  reimbursement  only  for
services rendered or referred by “authorized” persons. An “authorized" person is defined as a
licensed physician,  dentist,  or other health  care practitioner  who is  able  to  order services or
goods for a beneficiary that are to be charged to either Medicare or Medicaid."

Finally,  in  H1PAA Congress  rewrote  42 U.S.C.  §1320a-7b(a)(6),  which had previously
provided criminal sanctions against anyone who



knowingly and willfully disposes of assets (including by any transfer in trust) in order for an
individual to become eligible for medical assistance under a State plan under subchapter
XIX of  this  chapter,  if  disposing of  the  assets  results  in  the  imposition  of  a  period  of
ineligibility for such assistance under section 1396p(e) of this title.

The new section (6) is directed at those who, for a fee, counsel and assist others to dispose of
assets  so  that  they  may  become  eligible  for  Medicaid  benefits.  The  class  of  prospective
defendants thus includes a number of professionals, including attorneys, accountants, and tax
advisors (although it is not clear whether the cited offense would be a misdemeanor or a felony)
under 42 U.S.C. §1320a-7b(a)(6)(i) and (ii). The amended statute caused a furor among attorneys
and  their  clients  who  contended  that  the  new  law  criminalized  legitimate  estate  planning
activities.100 Not surprisingly, no reported prosecutions have been brought to date under this new
law or its defunct predecessor, which targeted the individual alleged to have disposed of the
assets.

2. The Medicare/Medicaid Anti-Kickback Statute,101 42 U.S.C. §1320a-7b(b)

In 1977,  Congress  passed  the  Medicare-Medicaid  Antifraud and Abuse Amendments,102

which included the first specific anti-kickback provisions. Codified at 42 U.S.C. §1320a-7b(b)(l)
and (2),103 42 U.S.C. §1320a-7b(b) states in subpart (1) that:

____________________

98See, e.g., 42 U.S.C.  §§290cc-32(a)(2),  300d-20(a)(2),  408(a)(4),  707(a)(2),  & 1383a.  For  a  thoughtful
discussion  of  these  issues,  see  Ron Nessim,  The Disclosure Statute:  A Primer for the Health Care
Industry, Health Care Fraud & Abuse Newsletter (Leader Publications), July 1998, at 9.

99See, e.g., 42 C.F.R. §493.1101(b) (1990) (for laboratory tests).
l00The New York State Bar Association sued the federal government to invalidate the section on the grounds

that the provision is unconstitutional in that it violates the protected speech guarantees under the First Amendment
and the due process rights of the Fifth Amendment. New York State Bar Ass’n v. Reno, No 97-CV-1768 (N.D.N.Y.
Dec. 4, 1997).

101Although cited here, this statute and the growing body of case law is discussed at length in Chapter 6.
102Now located at § 1128B of the Social Security Act. In 1987, Congress passed the Medicare and Medicaid

Patient and Program Protection Act of 1987, which imposes civil penalties for individuals or entities that violate
§1128B, and allows for exclusion from the Medicare and Medicaid programs.
lli:,This  statute,  as  regards  the  Medicare  program,  was  initially  codified  at  42  U.S.C.  §!395nn(b).  Older  cases
interpreting this statute make reference to that original citation. See,

whoever  knowingly  and  willfully  solicits  or  receives  any  remuneration  (including  any
kickback, bribe, or rebate) directly or indirectly, overtly or covertly, in cash or in kind—

(A) in return for referring an individual to a person for the furnishing or arranging for
the furnishing of any item or service for which payment may be made in whole or in
part under a Federal health care program, or
(B) in  return  for  purchasing,  leasing,  ordering,  or  arranging  for  or  recommending
purchasing, leasing, or ordering any good, facility, service, or item for which payment
may be made in whole or in part under a Federal health care program,

shall be guilty of a felony and upon conviction thereof, shall be fined not more than $25,000
or imprisoned for not more than five years, or both.



Subpart (2) of §l320a-7b(b) provides that:
whoever knowingly and willfully offers or pays any remuneration (including any kickback,
bribe, or rebate) directly or indirectly, overtly or covertly, in cash or in kind to any person to
induce such person—

(A) to refer an individual to a person for the furnishing or arranging for the furnishing
of any item or service for which payment may be made in whole or in part under a
Federal health care program, or
(B) to  purchase,  lease,  order,  or  arrange for  or  recommend  purchasing,  leasing,  or
ordering any good, facility, service, or item for which payment may be made in whole
or in part under a Federal health care program,

shall be guilty of a felony and upon conviction thereof, shall be fined not more than $25,000
or imprisoned for not more than five years, or both.

Thereafter,  in  subpart  (3),  the  statute  sets  forth  a  series  of  six  specific  exceptions  to  the
prohibitions enunciated in subparts (I) and (2):

Paragraphs (1) and (2) shall not apply to—
(A) a discount or other reduction in price obtained by a provider of services or other
entity under a Federal health care program if the reduction in price is properly disclosed
and appropriately reflected in the costs claimed or charges made by the provider or
entity under a Federal health care program;
(B) any amount paid by an employer to an employee (who has a bona fide employment
relationship with such employer) for employment in the provision of covered items or
services;
(C) any amount paid by a vendor of goods or services to a person authorized to act as a
purchasing agent  for  a  group of  individuals  or  entities  who are furnishing services
reimbursed under a Federal health care program if—

(i) the person has a written contract, with each individual or entity, which specifies
the amount to be paid the person, which amount may be a fixed amount or a fixed
percentage of the value of the purchases made by each such individual or entity under
the contract, and
(ii) in  the  case  of  an  entity  that  is  a  provider  of  services  (as  defined  in  section
1395x(u) of this title), the person discloses (in such form and manner as the Secretary
requires) to the entity and, upon request, to the

_______________________
e.g., United States v. Porter, 591 F.2d 1048 (5th Cir. 1979). As regards the payment of kickbacks and services paid
for by the Medicaid program, this statute was initially codified at 42 U.S.C. § 1396(h)(b). 

Secretary the amount received from each such vendor with respect to purchases made
by or on behalf of the entity;

(D) a waiver of any coinsurance under part B of subchapter XVIII of this chapter by a
Federally qualified health care center with respect to an individual who qualifies for
subsidized services under a provision of the Public Health Service Act [42 U.S.C. §201
et seq.];
(E) any  payment  practice  specified  by  the  Secretary  in  regulations  promulgated
pursuant to section 14(a) of the Medicare and Medicaid Patient and Program Protection
Act of 1987; and



(F) any remuneration between an organization and an individual or entity providing
items or services, or a combination thereof, pursuant to a written agreement between
the  organization  and  the  individual  or  entity  if  the  organization  is  an  eligible
organization under section 1395mm of this title or if the written agreement, through a
risk-sharing arrangement, places the individual or entity at substantial financial risk for
the cost or utilization of the items or services, or a combination thereof,  which the
individual or entity is obligated to provide.

The  Medicare/Medicaid  anti-kickback  act—and  the  interpretation  of  it  by  prosecutors,
affected  agencies,  courts,  Congress,  industry,  and the defense bar— has  been the subject  of
considerable  debate.  An  interested  party  can  seek  an  advisory  opinion  addressing  whether
proposed  conduct  would  be  considered  a  violation  of  the  statute  by  the  agency  principally
charged with its enforcement.104 Any attorney who encounters this statute should consider and be
aware of this history, the case law, and the body of advisory opinions. The antikickback statute is
discussed at length in Chapter 6.

3. False Statements or Representations With Respect to Condition or Operation of Institutions,
42 U.S.C. §1320a-7b(c)

This subsection provides that:
Whoever  knowingly and willfully  makes  or  causes  to  be  made,  or  induces  or  seeks  to
induce the making of, any false statement or representation of a material fact with respect to
the conditions or operation of any institution, facility, or entity in order that such institution,
facility, or entity may qualify (either upon initial certification or upon recertification) as a
hospital, critical access hospital, skilled nursing facility, nursing facility, intermediate care
facility for the mentally retarded, home health agency, or other entity (including an eligible
organization under section 1395mm(b) of this title) for which certification is required under
subchapter  XVIII  of  this  chapter  or  a  State  health  care  program (as  defined in  section
1320a-7(h)  of  this  title),  or  with  respect  to  information  required  to  be  provided  under
section 1320a-3a of this title, shall be guilty of a felony and upon conviction thereof shall be
fined not more than $25,000 or imprisoned for not more than five years, or both.

There have been no reported cases under this subsection.

4. Illegal Patient Admittance and Retention Practices, 42 U.S.C. §1320a-7b(d)

This subpart of §1320a-7b provides that:

_____________________

104For further discussion of these advisory opinions, see Chapter 8.
Whoever knowingly and willfully-—
(1) charges,  for  any  service  provided  to  a  patient  under  a  State  plan  approved  under

subchapter XIX of this chapter, money or other consideration at a rate in excess of the
rates  established  by the  State  (or,  in  the  case  of  services  provided  to  an  individual
enrolled  with  a  medicaid  managed  care  organization  under  subchapter  XIX  of  this
chapter  under a contract  under section 1396b(m) of this  title  or under a  contractual,
referral,  or  other  arrangement  under  such  contract,  at  a  rate  in  excess  of  the  rate
permitted under such contract), or

(2) charges, solicits, accepts, or receives, in addition to any amount otherwise required to lie



paid under a State plan approved under subchapter XIX of this chapter, any gift, money,
donation,  or  other  consideration  (other  than  a  charitable,  religious,  or  philanthropic
contribution from an organization or from a person unrelated to the patient)—
(A)as a precondition of admitting a patient to a hospital, nursing facility, or intermediate

care facility for the mentally retarded, or
(B) as a requirement for the patient’s continued slay in such a facility, when the cost of
the services provided therein to the patient is paid for (in whole or in part) under the
State plan,

shall be guilty of a felony and upon conviction thereof shall be fined not more than $25,000
or imprisoned for not more than five years, or both.

There have been no reported cases under this subpart.

5. Violation of Assignment Terms, 42 U.S.C. §1320a-7b(e)

Subpart (e) of § 1320a-7b provides as follows:
Whoever accepts assignments described in section l395u(b)(3)(B)(ii) of this title or agrees
to  be  a  participating  physician  or  supplier  under  section  I  395u(h)(l)  of  this  title  and
knowingly, willfully, and repeatedly violates the term of such assignments or agreement,
shall be guilty of a misdemeanor and upon conviction thereof shall be fined not more than
$2,000 or imprisoned for not more than six months, or both.

There have been no reported cases under this statute.

C. Fraud Statutes Enacted Under H1PAA

HI PA A105 created five new criminal statutes specifically designed to counteract fraud in
the health care arena. The statutes are notable not only for the fact that they focus on health cate
fraud, but also for the fact that they erase any distinction between government payers and private
payers.

Section  24  of  Title  18,  newly  enacted  as  a  part  of  HIPAA,  provides  two  new  broad
enforcement expansions. First, a “federal health care offense” is defined to include any violation
of, or a criminal  conspiracy to violate,  18 U.S.C. §§287,371,664,666,669, 1001, 1027. 1035,
1341, 1343, 1347, 1518, and 1954, if the violation relates to a health care benefit program.106

This inclusive definition of a “federal health care offense” is significant because it
____________________________

l05Pub. L. No. 104-191, 242(a)(1), 243(a), 244(a), 245(a), 249(a) & (b), 110 Stat. 1936 (1996). The effective
date was January 1, 1997.

10618 U.S.C. §24 (“Definitions relating to Federal health care offense”).
allows HIPAA provisions for forfeiture of property,  injunctive relief,  money laundering,  and
investigative demands to apply to a wide range of conduct. Interestingly, the definition does not
include criminal violations under 18 U.S.C. §841 (a)(1), or any of the statutes under Title 42.
Whether these omissions were inadvertent and will eventually be remedied by Congress remains
to be seen.

Second,  in  the  new  world  of  health  care  fraud  enforcement,  prosecutions  under  these
statutes may be brought against anyone who defrauds a “health care benefit program,” which



defined as:

[A]ny public  or  private  plan  or  contract,  affecting  commerce,  under  which  any
medical  benefit,  item,  or  service  is  provided  to  any  individual,  and  includes  any
individual,  or  entity  who  is  providing  a  medical  benefit,  item,  or  service  for  which
payment may be made under the plan or contract."107

Both the prosecutor and the defense attorney should be aware of the differences between
this  definition  of  “health  care  benefit  program”  and  the  definition  of  “Federal  health  care
program” as set forth in 42 U.S.C. § 1320a- 7b.108 The term used in Title 18 is significantly
broader and more general than the one used in Title 42. The former refers to criminal offenses to
the extent they involve health care fraud; the latter describes federal health insurance programs
that must be impacted for a Title 42 offense to be charged. These differences in definition will
affect the choices that a prosecutor may make among the various statutes in deciding how to
charge a particular scheme or course of criminal conduct.

1. Theft or Embezzlement in Connection with Health Care, 18 U.S.C. §669

The new federal crimes prosecutable under HIPAA include 18 U.S.C. §669, which provides
as follows:

Whoever knowingly and willfully embezzles, steals, or otherwise without authority
converts  to  the  use  of  any  person  other  than  the  rightful  owner,  or  intentionally
misapplies  any of the moneys,  funds,  securities,  premiums, credits,  property,  or other
assets of a health care benefit program, shall be fined under this title or imprisoned not
more than 10 years, or both; but if the value of such property does not exceed the sum of
$100 the defendant shall be fined under this title or imprisoned not more than one year,
or both.

The term “health care benefit program” in this statute has the meaning set forth in 18 U.S.C.
§24(b).

The statutory language of §669 tracks that of the federal embezzlement statute located at 18
U.S.C. §666. Although there have been no reported cases involving this section, it is likely that
the  statutory  terms  regarding  embezzlement,  conversion  without  authority,  and  intentional
misapplication will be analogized by the courts to those terms as they have been defined and
used in §666.

2. False Statements Relating to Health Care Matters, 18 U.S.C. §1035

18 U.S.C. §1035 provides:
___________________

10718 U.S.C. §24(b).
108Discussed supra Section II B.
Whoever, in any matter involving a health care benefit program, knowingly and willfully—

(1) falsifies, conceals, or covers up by any trick, scheme, or device a material fact: or
(2) makes any materially false, fictitious, or fraudulent statements or representations, or
makes or uses any materially false writing or document knowing the same to contain
any materially false, fictitious, or fraudulent statement or entry,

in connection with the delivery of or payment for health care benefits, items, or services,



shall be fined under this title or imprisoned not more than 5 years, or both.

As with §669, the term “health care benefit program” as used in §1035 has the meaning set forth
in 18 U.S.C. §24(b).

For  guidance  in  the  prosecution  or  defense  of  a  charge  brought  under  §1035,  it  would  be
advisable to consult case law discussing the federal false statements statute at 18 U.S.C. §1001,
which contains similar statutory language.109

3. Health Care Fraud, 18 U.S.C. §1347

18 U.S.C. §1347 provides:

Whoever knowingly and willfully executes, or attempts to execute, a scheme or artifice—
(1) to defraud any health care benefit program; or
(2) to obtain, by means of false or fraudulent pretenses, representations, or promises,
any of the money or property owned by, or under the custody or control of. any health
care benefit program,

in connection with the delivery of or payment for health care benefits, items, or services,
shall he lined under this title or imprisoned not more than 10 years, or both. If the violation
results in serious bodily injury (as defined in section 1365 of this title), such person shall be
lined under this title or imprisoned not more than 20 years, or both; and if the violation
results in death, such person shall he fined under this title, or imprisoned for any term of
years or for file, or both.

The health care fraud statute, although it carries more severe penalties, tracks the language of the
mail fraud statute {18 U.S.C. §1341). It can be expected, in light of its simplicity and breadth,
that §1347  w i l l  be widely used.110 It also can be expected that, in interpreting its terms, the
federal courts  w i l l  look to the extensive body of law interpreting the use of similar terms and
phrases in the mail fraud statute.

4. Obstruction of Criminal Investigations of Health Care Offenses,
18 U.S.C. §1518

18 U.S.C. §1518(a) provides:

__________________

109Discussed supra Section 11. A.2.
110  See, e.g. United States v. Herman, 172 F.3d 205 (2d Cir. 1999) (defendant used Medicaid card to obtain

steroid,  which  he  re-sold  for  profit);  United  States  v.  Vining,  2000  WL  1015919  (S.D.N.Y.  July  24,  2000)
(defendant  convicted  of  violating  §1347  for  making  false  claims  for  physicians’  services);  United  States  v.
Nachamie, 101 F. Supp. 2d 134 (S.D.N.Y. 2000) (medical clinic owners and physicians charged with violation of
§1347 and anti-kickback statute), aff'cl, 2001 WL 266349 (2d Cir. Mar. 19, 2001).

Whoever willfully prevents,  obstructs,  misleads,  delays  or attempts to prevent,  obstruct,
mislead, or delay the communication of information or records relating to a violation of
information or records relating to a violation of a Federal health care offense to a criminal



investigator shall be lined under this title or imprisoned not more than 5 years, or both.

18 U.S.C. §1518(b) defines “criminal investigator” to mean:

any individual duly authorized by a department, agency, or armed force of the United States
to  conduct  or  engage  in  investigations  for  prosecutions  for  violations  of  health  care
offenses.

This section tracks the statutory language of 18 U.S.C. § 1516 (Interference with a Federal
Auditor).

5. Criminal Forfeiture, 18 U.S.C. §982(a)(6)

HIPAA expands the forfeiture provision under Title 18 to explicitly include
proceeds of health care fraud offenses. Title 18 U.S.C. §982(a)(6) now reads:

The court, in imposing sentence on a person convicted of a Federal health care offense,
shall order the person to forfeit property,  real or personal, that constitutes or is derived,
directly or indirectly, from gross proceeds traceable to the commission of the offense.

This amendment to the forfeiture provision of Title 18 is significant in two respects. First,
although FIIPAA also amended the money laundering statute to specifically include health care
fraud offenses, the new forfeiture provision now allows for the direct forfeiture of health care
fraud proceeds, eliminating the former requirement that a money laundering predicate be alleged
and proven before the money could be forfeited. All other aspects of criminal forfeiture law,
including the requirement of forfeiture by jury, remain unchanged.

The  other  significant  aspect  of  the  forfeiture  amendment  is  that  although  it  explicitly
permits the amount of forfeiture to be based on “gross proceeds” of the fraud—that is, without
requiring set-off for the value of services or goods that may have been provided pursuant to the
scheme—the statute does require that the property to be forfeited be traced directly or indirectly
back to the fraudulent proceeds.

III. IMPLICATIONS FOR COUNSEL

Given  the  broad array  of  available  statutes  in  a  health  care  fraud case,  a  prosecutor’s
charging  decision  can  be  open  to  wide  discretion.  The  charges  that  a  defense  attorney
representing the subject of an investigation must consider within the ambit of possible exposure
for the client are similarly broad. This breadth will affect not only the investigative steps taken
by the prosecution, but also the review that defense counsel must make of his or her client’s
conduct. Indeed, whether in the context of an internal corporate investigation, an investigation by
outside  counsel,  or  simply  a  request  by a  client  for  advice  regarding a  proposed  course  of
conduct, all occurring in the absence of an overt criminal investigation, counsel must consider
and be aware of the client’s potential exposure under all of these statutes.

The following points should be considered in evaluating the charges in a criminal health
care fraud case.



1. Identify all aspects of the criminal conduct.
• What types of transgressions occurred? Violations of regulatory requirements, false

representations  on  claim forms,  and obstructive  behavior  all  give  rise  to  different
types of offenses.

• Did the conduct vary over time? Does the span of the scheme or conspiracy affect the
ability to charge one of the new statutes?

• Did the conduct vary across participants? Did the participants change over time?
• To whom did the provider make false representations in order to fraudulently obtain

money?  In certain schemes,  false representations made to unwitting patients,  other
providers, or regulators may set into motion a series of events resulting in the payment
of undeserved money to the fraudulent provider.

• Did the conduct  vary across regions of the country and by participants  in various
regions? If so, does that affect the charging decision in terms of where charges are
brought and who is charged?

2. Identify all victims.
• What was the defendant’s intent? Did the defendant(s) intend to defraud all victims

equally? Was there a principal victim, such that other victims were only incidental to
the principal goal?

• Did the victims include private and public payers?
• Did the victims include patients? Alternatively,  were patients unwitting or knowing

participants  in  a  scheme  to  defraud  their  health  insurers?  If  unwitting,  were  the
patients also defrauded by the collection of copayments?

• How can  the  criminal  conduct  be  most  efficiently  described?  Will  an  indictment
including all  victims  and involving proof of  all  victims  be too complex?  Is  more
comprehensive evidence regarding all victims better reserved for consideration only at
sentencing?

• What was the harm suffered by each victim? Did regulatory violations threaten patient
safety? In its eagerness to overbill the insurer, did the fraudulent provider place the
patient at unnecessary risk or ignore the patient’s real medical needs?

• Is  there  property  available  for  potential  forfeiture?  If  so,  should  the  case  include
money laundering charges?

3. Identify the charges that best describe the conduct.
• Which charge best describes the conduct and can be explained most simply to a jury?
• Does inclusion of various types of criminal conduct make the crime too complicated

to explain to a trier of fact? Or does including only a part of the conduct create a
misimpression concerning the egregiousness of the criminal behavior?

• How does the charge selected potentially affect the admission of evidence?
• How does  the  charge  selected  affect  matters  of  patient  privacy?  Can the  case  be

charged in  a  way that  minimizes  or eliminates  the disclosure of personal  medical
information?

The charging decision in a health care case, as detailed in this chapter, can be quite complex.
These matters for consideration are meant as a guide only and are by no means complete or
comprehensive.
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II. I. INTRODUCTION
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IV. The target of an investigation may realize, with or without the help of his or her
attorney,  that the weight of the evidence acquired by the government  is such that even after
protracted and costly litigation, he or she is likely to be facing criminal conviction and/or heavy
financial penalties. With this realization, the target may wish to end the process with as little
financial  and  emotional  cost  as  possible.  At  this  point,  it  is  up  to  the  target’s  attorney  to
investigate the possibility of achieving a global resolution for the client.

V. A global resolution—that is, the simultaneous resolution of criminal, civil,  and
administrative concerns for the target—can be extraordinarily complicated in health care fraud
cases. The complications arise in part from the fact that fraud in health care is rarely directed
against a single payer; rather, the fraud impacts a multitude of state and federal government and
private insurers, many of whom have their own enforcement mechanisms, and all of whom are
interested in recouping their losses. Add to this the target’s potential exposure under the civil
False Claims Act, the interests of  qui tarn relators and their counsel in some cases, potential
exclusion  from federal  or  state  programs,  concerns  about  state  licensing  ramifications,  and
possible lawsuits by private insurers and shareholders, and one can easily surmise why global
resolutions in health care fraud cases can be difficult to attain.

VI.
VII. The fact is that true “global peace”—as attractive as that term may be to a client

—is practically impossible to achieve in an extensive health care fraud case, and it is important
for  both  defense  counsel  and  the  client  to  keep  this  in  mind  during  negotiations  with  the
government.  The defense counsel’s goal in a global resolution should be to resolve as many
allegations with as many parties on the best terms possible, while minimizing the risk that his or
her client will face future adverse legal action.

VIII. II. OVERVIEW OF GLOBAL RESOLUTIONS

IX.
X. In global resolution negotiations, both the defense and the government must know

their own duties, cooperate with the other side, and have mutual
XI. respect for each other’s roles.

XII. A. Determining the Government’s Case

XIII. An attorney whose client, like CLIENT, is under federal investigation should first
determine whether the government’s interest in CLIENT is criminal or civil. This can often be
ascertained by examining the method of investigation to date. If CLIENT has received a grand
jury subpoena or a visit from federal agents executing a search warrant, the investigation is a
criminal  investigation  conducted  under  the  auspices  of  a  federal  prosecutor.  Similarly,
administrative health care fraud subpoenas issued by U.S. Attorney’s Offices or the Department
of Justice (DOJ) can be used only when a bona fide criminal health care fraud investigation is
underway.

XIV.
XV. If CLIENT has received an inspector general subpoena for records, or if federal



agents  are  conducting  interviews,  the  direction  of  the  investigation  may  be  ambiguous,  for
investigators can employ these techniques in either criminal or civil investigations. 11 also is
possible that the inspector general is conducting its own preliminary investigation and has not yet
presented the case to the U.S. Attorney’s Office.

XVI.
XVII. If CLIENT has received a grand jury subpoena or a DOJ administrative health

care  subpoena,  the  name  and telephone  number  of  a  prosecutor  typically  will  be  contained
somewhere on the document. If CLIENT has received a visit from federal agents executing a
search  warrant,  he may ask  the  investigative  agent  for  the  name of  a  prosecutor  to  contact
regarding the investigation.  This prosecutor is the contact  for an initial  approach to the U.S.
Attorney’s Office.

XVIII.

XIX. B. Approaching the Government

XX. Assume that both the attorney and the client recognize that the client has a serious
problem. Perhaps the client is an individual provider who has allowed temptation to get the best
of him or her and has engaged in a routine (and, in retrospect,  patently  obvious) pattern of
overbilling insurers. Or, perhaps the client is a local corporation whose management looks the
other way as its salespeople offer cash incentives to physicians who purchase their goods and bill
Medicare for the items. The government now has considerable evidence of the crimes in the form
of documents and witness testimony, and, confronted with the evidence, the client has admitted
his or her knowing participation in the scheme.

XXI.
XXII. The attorney and client agree that the attorney should pursue a global resolution

that will minimize the client’s criminal and civil liability and, if possible, preserve the client’s
ability to continue billing the Medicare and Medicaid programs.

1. Civil Investigations

XXIII. Defense counsel begins the global resolution process by calling the assistant U.S.
Attorney directing the investigation. Defense counsel should inquire whether the investigation is
civil or criminal in nature, if he or she does not already know.

XXIV.
XXV. If the government attorney prosecutes civil cases for the U.S. Attorney’s Office,

then he or she will likely indicate that the case is a civil one. The confirmation that the federal
health care fraud investigation is civil in nature raises three possibilities:

1. The criminal division has already evaluated the case and declined prosecution.
2. A  qui  tam lawsuit  was  filed  under  seal  and  the  civil  assistant  U.S.  Attorney  is

investigating the allegations raised in the  qui tam complaint, and the criminal division
has not yet evaluated the case.

3. A civil investigation is being conducted of allegations referred from a source other than a
qui tam relator, and the criminal division has not yet evaluated the case.

XXVI. Unless  the government’s  civil  attorney indicates  otherwise,  any of  these three
scenarios indicates that the case may still be solely about money, and that there is a possibility



that CLIENT could resolve the case without criminal penalties.
XXVII.
XXVIII. If a civil investigation is underway, defense counsel should evaluate his or

her client’s maximum exposure under the civil False Claims Act120or other common law theories
of recovery. Although the False Claims Act allows for recovery for treble damages and $5,500 to
$11,000 penalties  per false claim,  most government civil  attorneys  will  negotiate  settlements
based  on  amounts  paid rather  than  amounts  billed. It  also  is  important  to  remember  that
government civil lawyers represent only the federal government’s interests. This can be good
news or bad news for the client. The good news is that the single damages figure used in the
settlement may be lower than the amount of fraudulent revenues the client received, because it
represents the loss to only federal health insurance programs such as Medicare, TRICARE, and
the Federal Employee Health Benefits Program (FEHBP). The bad news is that the client may
face future lawsuits from state Medicaid programs or private insurers who may have suffered
similar losses due to the client’s fraudulent conduct.

XXIX.
XXX. It is unlikely that the government attorney will be in a position to discuss whether

or not a qui tam lawsuit has been filed, because qui tarn suits are filed under seal and disclosure
—even to the target—can be made only pursuant to court order. However, if a qui tam lawsuit is
involved, the client could ultimately also be liable for statutory attorneys’ fees for the  qui tam
relator’s attorney.221

XXXI. One  of  the  first  questions  that  the  defense  counsel  will  want  to  ask  the
government civil attorney is whether criminal charges may be filed against CLIENT. The civil
attorney will likely answer that: (a) the criminal division has declined to take the case; (b) the
investigation  is  a  joint  criminal/civil  investigation;  or  (c)  to  discuss  criminal  issues,  defense
counsel should speak to a criminal prosecutor. The first answer, although unquestionably the best
for CLIENT, also is the rarest answer a defense attorney will  receive. It is uncommon for a
criminal prosecutor to definitively decline a case before the investigation has been conducted.
Moreover, even if such a declination did occur, the government civil attorney would be unlikely
to impart this information to the target, because it would appear to cast doubt on the merits of the
civil case.

XXXII.
XXXIII. The  third  answer  is  probably  the  most  difficult  one  encountered  by

defense attorneys. Some civil investigations—particularly those driven by qui tam intervention
deadlines—may  move  faster  than,  or  even  precede,  a  criminal  investigation  of  the  same
allegations. In such cases, defense counsel may find him- or herself in the untenable position of
trying to persuade a criminal prosecutor to decline a case about which the prosecutor knows very
little. Few prosecutors are willing to give such assurances in these circumstances. The best that a
diligent defense attorney may be able to negotiate in such a situation may be an oral or written
assurance from the government civil attorney that, to the best of his or her knowledge, there is no

20 131 U.S.C. §3730 et seq. For more detailed discussion, see Chapter 4.

21231 U.S.C. §373(d)(l).
3Such a statement does not bind the government should a criminal investigation commence in the future; it

simply is a showing that the civil settlement is being entered into in good faith, and that the government civil
attorney does not know of any pending criminal investigation of the same charges in that district.



pending criminal investigation of the claims that are being released in the civil settlement in the
same federal district.1

XXXIV.
XXXV.The second answer is the answer that defense counsel, in this new era of joint

criminal and civil investigations, is most likely to receive, and the one that most often sets the
stage for negotiating a global resolution.

XXXVI. 2. Criminal Investigations

XXXVII. If the investigation already underway is criminal in nature, CLIENT has a
much greater likelihood of facing a full panoply of sanctions: criminal, civil, and administrative.
In these circumstances, defense counsel should carefully consider his or her initial approach to
the criminal prosecutor. The defense counsel’s goal is to persuade the criminal prosecutor from
pursuing criminal charges in favor of a civil  resolution of the case. For several reasons, this
approach  is  probably  less  successful  than  defense  attorneys  might  hope.  First,  by  the  time
CLIENT comes around to admitting—either to him- or herself or to his or her attorney—that he
or  she  has  engaged  in  less-than-ethical  billing  practices,  the  investigation  is  probably  quite
mature, the collected damning evidence significant, and the criminal prosecutor fairly committed
to prosecuting the case. Second, prosecutors are wary of resolutions that may be perceived as
unethical—for example, allowing a target of a criminal prosecution to resolve his or her case by
paying a large amount of money to the government without having criminal charges filed against
him or her may raise criticism that the target was allowed to “buy” his or her way out of a
criminal prosecution. Finally, the simple fact that government prosecutors are divided into two
groups—criminal  and  civil—weighs  against  the  likelihood  that  a  criminal  prosecutor  would
waive criminal charges in favor of a civil settlement. Simply put, it is not a criminal prosecutor’s
job to forgo charges in a case where such charges arc merited, merely because the target has
offered to pay money to resolve civil liability.

XXXVIII.
XXXIX. Nonetheless, such tin approach may be worth a try. This is especially true 

where the evidence of wrongdoing is weak or ambiguous, the case is old, the prosecutor’s 
resources arc strained, or the investigation promises to be complex or otherwise difficult. In such
cases, the criminal prosecutor may have sufficient justification for ultimately declining to pursue 
criminal charges.

XL. Even if  the criminal  prosecutor  expresses reluctance  to  forgo a  criminal  case,
aggressive pursuit and achievement of a civil settlement—especially one in which the affected
government insurers are made whole or more—could effectively “take the wind out of the sails”
of the criminal  investigation.4 Such a  strategy,  however,  bears the risk that  despite  the civil
resolution, criminal charges still may be filed. Therefore, such a course of action should never be
pursued without CLIENT’s full understanding of and consent to the risks.

XLI. 3. Program Exclusion

XLII. The Social Security Act gives authority to the Secretary of the Department Health
and  Human  Services  (HHS)  to  impose  sanctions  on  providers  in  the  form  of  exclusion,
mandatory or discretionary, from the Medicare and Medicaid programs.5



XLIII. a. Mandatory Exclusion

XLIV. Prior to the enactment of the Health Insurance Portability and Accountability Act
(HIPAA)6 mandatory exclusions were controlled by §1128(a)(1) of the

XLV. Social Security Act,22 which required the Office of Inspector General (OIG) to exclude
any individual or entity convicted of a crime23 related to the Medicare or Medicaid programs for a
minimum of 5 years.724 Section 1128(a)(2) also required a minimum mandatory 5-year exclusion
for  any  conviction  based  on  patient  abuse  or  neglect.825 In  fact,  exclusions  after  criminal
convictions often have exceeded the 5-year  minimum. There is only one exception to the
mandatory exclusion requirement: The Secretary may waive exclusion of an individual
(or entity) who is the sole community physician or the sole source of essential specialized
services in a community.9

XLVI.
XLVII. The enactment of HIPAA (effective January 1, 1997) changed the landscape of

exclusion law by substantially broadening the category of defendants subject to the minimum
mandatory 5-year period of exclusion:

XLVIII. § 1320a-7. Exclusion of certain individuals and entities from participation
in Medicare and State health care programs.
XLIX. (a) Mandatory exclusion

L. The  Secretary  shall  exclude  the  following  individuals  and  entities  from
participation in any Federal health care program (as defined in section 1320a-7b(f) of
this title):

224See U.S.  Dep’t  of  Justice,  Principles  of  Federal  Prosecution  (July  28,  1980),  promulgated  by  then-
Attorney General  Benjamin R. Civiletti,  which provide that  criminal  prosecutors  may properly decline to Lake
action in cases in which there exists an adequate noncriminal alternative to prosecution. (U.S.  ATTORNEY’S
MANUAL 9-27.200 (Oct. 1997)).

5More specifically, an excluded entity cannot receive payment for services pursuant to Titles XVIII, XIX, V,
or XX of the Social Security Act. r,Pub. L. No. 104-199, 110 Stat. 1936 (1996).

6Section 1128B is codified at 42 U.S.C. §l320a-7b.

23The term “conviction” includes any first offender program, deferred adjudication, or other withholding
of judgment. Deterred prosecutions are not included within the definition of “conviction”: the difference between
a deferred prosecution and a deferred adjudication appears in the fact that in the latter case, the court would
accept  the  plea and  enter  sentence  if  the provider  fails  to  successfully  complete the  probationary program.
Travers v. Shalala, 20 F.3d 993 (9th Cir. 1994). A plea of no contest also was deemed sufficient to constitute a
“conviction” for purposes of the exclusion provision. Id.

247It should be noted that the OIG looks to the subject matter of the charges, and not the type of charges
themselves, in determining whether the mandatory exclusion provision applies. Thus, although a defendant may
be convicted of mail fraud or wire fraud, and not a specific health care fraud offense contained in Title 42, the
mandatory exclusion provision still applies if the mail or wire fraud charges are “related to” fraud against the
Medicare and Medicaid programs. The same reasoning applies to convictions under 18 U.S.C. §§286, 287, 1001,
and other generic fraud statutes.

258Where the federal or state conviction was related to patient abuse or neglect, exclusion was mandatory
even when such patients were not program beneficiaries. See 42 C.F.R. §1001.101(b).

942 U.S.C. §1320a-7(c)(3)(B).



(1) Conviction of program-related crimes
LI. Any individual or entity that has been convicted of a criminal offense related to
(he delivery of an item or service under subchapter XVIII of this chapter or under any
State health care program.
(2) Conviction relating to patient abuse
LII. Any individual or entity that has been convicted, under Federal or State law, of a
criminal offense relating to neglect or abuse of patients in connection with the delivery
of a health care item or service.
(3) Felony conviction relating to health care fraud
LIII. Any individual or entity that has been convicted for an offense which occurred
after August 21, 1996, under Federal or State law, in connection with the delivery of a
health  care  item or  service  or  with  respect  to  any act  or  omission  in  a  health  care
program  (other  than  those  specifically  described  in  paragraph  (1))  operated  by  or
financed in whole or in part by any Federal, State, or
LIV. local government agency, of a criminal offense consisting of a felony relating to
fraud,  theft,  embezzlement,  breach  of  fiduciary  responsibility,  or  other  financial
misconduct.
(4) Felony conviction relating to controlled substance

LV. Any individual or entity that has been convicted for an offense which occurred
after August 21, 1996, under Federal or State law, of a criminal offense consisting of a
felony relating to the unlawful manufacture, distribution, prescription, or dispensing of a
controlled substance.

LVI. Thus, for conduct occurring after August 21, 1996, any criminal conviction for
fraud against any health care benefit program financed or operated in whole or in pari by
any federal, state, or local government subjects the offender to mandatory exclusion from
not only the Medicare and Medicaid programs, but from all federal health care programs,
for a minimum of 5 years.

LVII.
LVIII. Practically  speaking,  this  change in  the  law created  new challenges  in  global

resolutions. Previously,  for example,  a global resolution might  include a guilty plea to fraud
against  a  non-Medicare  or  Medicaid  government  program if  the  OIG agreed that,  given the
circumstances, exclusion from the program would not serve the interests of justice.12 After the
effective date of HIPAA, this particular alternative is no longer available.

LIX. b. Permissive Exclusion

LX. Prior to the enactment of HIPAA, the OIG could impose a permissive exclusion
on individuals or entities  convicted of crimes not directly related to the delivery of items or
services  under  Medicare  or  Medicaid.  Sections  1128(b)(1)  through (b)(14)  set  forth possible
grounds for permissive exclusion:

(1) Conviction  relating  to  fraud  (e.g.,  fraud,  theft,  embezzlement,  breach  of  fiduciary
responsibility, or other financial misconduct).
(2) Conviction relating to obstruction of an investigation.
(3) Conviction  relating  to  controlled  substances  (e.g.,  illegal  manufacture,  distribution,



prescription, dispensing).
(4) License revocation or suspension.
(5) Suspension or exclusion under a Federal or Slate health care program.
(6) Excessive claims or furnishing of unnecessary or substandard items or services.
(7) Fraud, kickbacks, and other prohibited activities.
(8) Entities owned or controlled by a sanctioned individual.
(9) Failure to disclose requited information.
(10) Failure to supply requested information on subcontractors and suppliers.
(11) Failure to provide payment information.
(12) Failure to grant immediate access.
(13) Failure to take corrective action.
(14) Default on health education loans or scholarship obligations.

LXI. Two other grounds for permissive exclusion are found at §1128A of the Social
Security Act (permitting exclusion in conjunction with the imposition of a civil monetary penalty
or assessment) and §1156(b) of the Social Security

LXII.
LXIII.
LXIV.
LXV.
LXVI.
LXVII.
LXVIII.
LXIX.
LXX.
LXXI.
LXXII.
LXXIII.
LXXIV.
LXXV.
LXXVI.
LXXVII.
LXXVIII.
LXXIX.
LXXX.
LXXXI.
LXXXII.
LXXXIII.
LXXXIV.
LXXXV.
LXXXVI. _______________________________



LXXXVII. l0For example, the provider might be the only provider of its type in a rural area.

LXXXVIII. Act  (permitting  exclusion  upon  the  recommendation  of  a  peer  review
organization).

LXXXIX.
XC. HIPAA  also  provides  for  permissive  exclusion  under  certain  circumstances,

where the offense took place after August 21, 1996. These circumstances include11:
XCI.
1. Conviction “of a criminal offense consisting of a misdemeanor relating to fraud, theft,

embezzlement, breach of fiduciary responsibility, or other financial misconduct—
(i) in connection with the delivery of a health care item or service, or
(ii) with respect to any act or omission in a health care program (other than those
specifically described in subsection (a)(1) of this section) operated by or financed in
whole or in part by any Federal, State, or local government agency;” or
XCII. conviction “of a criminal offense relating to fraud, theft, embezzlement,
breach of fiduciary responsibility, or other financial misconduct with respect to any
act  or  omission  in  a  program (other  than  a  health  care  program)  operated  by  or
financed in whole or in part by any Federal, State, or local government agency.”

2. A misdemeanor  conviction  under  federal  or state  law relating  to  obstruction  of any
criminal investigation described above.

3. A  misdemeanor  conviction  relating  to  a  controlled  substance  offense  (e.g.,  illegal
manufacture, distribution, prescription, dispensing) under state or federal law.

4. License revocation or suspension.
5. Suspension or exclusion under a Federal or State health care program.
6. Excessive claims or furnishing of unnecessary or substandard items or services.
7. Fraud, kickbacks and other prohibited activities.
8. Entities  owned  or  controlled  by  a  sanctioned  individual  (i.e.,  where  a  sanctioned

individual  controls  more  than  5% of  the  entity,  is  an  officer,  director,  agent,  or
managing  employee,  or  who  transferred  ownership  or  control  of  an  entity  to  a
household or family member in anticipation of, or following, a conviction, assessment,
or exclusion and continues to maintain an interest in the entity).

9. Failure to disclose required information.
10. Failure to supply requested information on subcontractors and suppliers.
11. Failure to provide payment information.
12. Failure to grant immediate access.
13. Failure to take corrective action.
14. Default on health education loans or scholarship obligations.
15. Individuals controlling a sanctioned entity.

XCIII. During the first 3 years after the enactment of HIPAA (fiscal years 1997 through
1999), HHS excluded approximately 8,697 abusive or fraudulent individuals and entities from
doing business with Medicare, Medicaid, and other federal and state health care programs. In
1999 alone, 2,976 individuals and entities were excluded. It is clear that HHS is aggressively
using its exclusion authority to combat fraud and abuse in the Medicare and Medicaid programs.

XCIV. __________________________



XCV.11 42 U.S.C. §l320a-7(b)

XCVI.
XCVII.

XCVIII. III. NEGOTIATING A GLOBAL RESOLUTION

XCIX. If  a  criminal  prosecution  appears  inevitable,  and  a  client  like  CLIENT  is
interested in resolving his or her difficulties with the government without litigation, should a
defense attorney even broach the  subject  of  a  global  resolution  with the  government?  If  no
mention of civil liability or administrative penalties has been made by the criminal prosecutor,
why risk exposing CLIENT to even greater liability?

C.
CI. The answer is that in modem health care fraud prosecutions, one simply cannot

afford to ignore the potential consequences of a client’s guilty plea. In a worst-case scenario,
assume that the client is a physician who treats primarily elderly patients. The client pleads guilty
in  federal  court  to  submitting  1,000  false  claims  to  Medicare,  each  for  $100.  In  the  plea
agreement, the government agrees to recommend a sentence of 10 months in custody, and the
client agrees to pay $100,000 restitution. Shortly after the client is sentenced to prison for his
misdeeds, an assistant U.S. Attorney in the civil division obtains a copy of the plea agreement,
the judgment and commitment, and a transcript of the guilty plea colloquy. The assistant U.S.
Attorney files a civil  complaint against  the client under the False Claims Act, alleging fraud
against the government and asking for treble damages of $300,000 and an $11,000 penalty for
each false claim, for a total of $11,300,000. In the meantime, HHS imposes a 5- year mandatory
exclusion from the Medicare and Medicaid programs on the client, effectively ending his ability
to practice medicine for several years after he leaves prison.

CII.
CIII. In fact, the phenomenon of a civil prosecution following a criminal conviction is

precisely what occurred in the case of  Halper v.  United States." Despite the Supreme Court’s
discomfort with the notion of successive criminal and civil prosecutions in that case, the Court
has now reversed its  holding that such successive prosecutions constitute double jeopardy in
violation of the Fifth Amendment.12 And because the HIPAA legislation makes  all health care
fraud convictions (not just those involving the Medicare and Medicaid programs) predicates for
mandatory  exclusion  from  the  Medicare  and  Medicaid  programs,  exclusion  is  an  almost
unavoidable consequence for any convicted health care fraud defendant.13

CIV.
CV.
CVI.
CVII.
CVIII.
CIX.
CX.
CXI.



CXII.
CXIII.
CXIV.
CXV.

CXVI. _____________________

CXVII.
CXVIII. 12490 U.S. 435 (1989). See discussion of Halper v. United States in Chapter 9, Section II. A. 
CXIX. 13Hudson v. United States, 522 U.S. 93 (1997).

CXX.
CXXI.
CXXII. It is important for all parties to a global resolution negotiation to recognize that

different  parts  of  the  government  are  responsible  for  different  aspects  of  the  negotiation.
Criminal prosecutors negotiate the criminal plea agreement; civil assistant U.S. Attorneys or trial
attorneys negotiate the civil settlement agreements; and the General Counsel’s Office of the HHS
OIG handles issues involving Medicare exclusion and corporate integrity agreements. Although
the criminal prosecutor may be able to refer defense counsel to his or her counterparts in the civil
division and at HHS, it is incumbent on defense counsel to make these contacts and to begin
negotiating a resolution as soon as possible. Often defense counsel assumes incorrectly that the
criminal prosecutor, eager for a resolution, will “take care of” any civil or administrative aspects
of a settlement—a kind of “one-stop shopping” for health care fraud defendants. This incorrect
assumption has resulted in many last-minute breakdowns in negotiations. Such breakdowns can
be avoided through earlier contact between defense counsel and the attorneys representing the
civil and administrative aspects of the Medicare program. It is important to allow enough time
for  the  process  of  negotiation,  approval,  and  settlement  to  occur  separately  in  each  of  the
criminal,  civil,  and  administrative  realms.  This,  of  course,  requires  that  defense  counsel  be
simultaneously involved in three separate negotiations.

CXXIII.
CXXIV. Because the consequences for individual defendants differ somewhat from

those of corporate defendants, the issues involved in negotiating global resolutions for each type
of defendant are discussed below.

CXXV. A. Individual Defendants

CXXVI. With individual defendants like CLIENT, two issues tend to predominate:
(1) the length of the prison sentence, and (2) for physicians or other licensed medical providers,
exclusion from the Medicare and Medicaid programs. The importance of the

CXXVII.
CXXVIII.
CXXIX.
CXXX.
CXXXI.
CXXXII.
CXXXIII.
CXXXIV.



CXXXV.
CXXXVI.
CXXXVII.
CXXXVIII.
CXXXIX.

CXL.
CXLI.
CXLII.

CXLIII.
CXLIV.
CXLV.

CXLVI. ______________________

CXLVII. 14At  least  one  circuit  court  has  held  that  mandatory  exclusion  following  a  criminal
conviction does not violate the Double Jeopardy clause. Manocchio v. Kusserow, 961 F.2d 1539 (11th Cir. 1992)
(the exclusion provision is remedial, not punitive, and therefore does not violate the double jeopardy bar).

CXLVIII. negotiated prison sentence for the client is obvious. When negotiating the
plea agreement,  both the prosecutor  and defense counsel  should consider  the various
adjustments that might apply under the U.S. Sentencing Guidelines:

• amount of loss (§2F1.1(b)(1))
• more than minimal planning or more than one victim (§2F 1.1.(b)(2))
• role in the offense (§3B1.1 and §3B 1.2)
• use of a special skill or abuse of position of trust (§3B1.3)
• vulnerable victim (§3A 1.1)
• obstruction of justice (§3C1.1)

CXLIX. The importance  of  the  second issue,  exclusion  from the  Medicare  and
Medicaid programs, also requires some explanation. As discussed earlier, for conduct occurring
after August 26, 1996 (the effective date of HIPAA), there are few alternatives available to an
individual provider who pleads guilty to fraud against a health insurance program and hopes to
avoid the five-year mandatory exclusion from the Medicare and Medicaid programs. It is worth
pointing out to the client, however, that in a negotiated resolution there is a greater possibility of
limiting the mandatory exclusion to 5 years, whereas a conviction after litigation may result in a
much longer exclusion. Moreover, exclusion does not necessarily mean that the provider will
lose his or her license to practice medicine;14 he or she may be able to continue his or her practice
with private-pay patients during the exclusion period.

CL. B. Corporate Defendants

CLI. Where the health care fraud defendant is a corporation like the ones involved in
this lawsuit—particularly one that does business over a wide geographic area—is probably not
an overstatement to say that a global resolution rises to something of an art form. Many of the
factors that complicate the resolution of a case involving an individual defendant are not only
present, but are present in multiples when a provider commits fraud in a number of prosecutive
venues. Moreover, divisions in the defense camp may occur as it becomes apparent that the best
interests of the corporation, its officers, directors, and shareholders may be at odds with the best
interests  of individual  defendants.  Discussed below are some of  the  factors  that  parties  to  a
global health care fraud resolution should consider.

CLII. 7. Criminal Resolutions



CLIII. Corporations cannot go to jail; therefore, the primary consequences of a corporate
criminal conviction are: (1) monetary penalties, and (2) public exposure of the crime. These are
the two reasons that most corporations want to

CLIV.
CLV.

CLVI.
CLVII.
CLVIII.

CLIX. _____________________

CLX. 14State licensing boards, which govern medical licenses, are often more concerned with patient
abuse and quality of care issues than with billing issues.

CLXI. avoid a criminal conviction, and the two reasons most prosecutors want to obtain
the conviction.

CLXII.
CLXIII. Why  charge  a  corporation?  Most  prosecutorial  decisions  to  charge  a

corporation are based on the facts  of the crime.  Although a corporation legally  can be held
criminally responsible for any actions committed on behalf of the corporation, in most instances
in which the government  brings criminal charges against  a corporation,  the fraud is diffused
throughout the corporate structure, the responsibility for the initiation of the crime, or at least the
execution of the scheme, either lies so high in the corporate structure or so pervades the many
levels of the corporation that a criminal charge against the corporation seems to appropriately
reflect the nature of the fraud.

CLXIV.
CLXV. More practically, a criminal conviction of a corporation makes corporate assets

available for purposes of criminal restitution, criminal fines, criminal and civil forfeiture, and
civil liability.  Although corporate counsel may argue that “corporations don’t commit crimes,
people do,” in most corporate health care fraud cases the corporation benefits directly from the
fraud, which in turn improves net profit figures, which in turn increases the stock value of the
corporation.

CLXVI.
CLXVII. Once  the  theory  of  the  government’s  case  has  become  clear  and  an

estimate of single damages is available, counsel for the corporation under criminal investigation
should consult the U.S. Sentencing Guidelines for corporations.15 The Sentencing Guidelines set
forth the ranges for criminal fines based on the magnitude of the fraud. Because there is little
chance that a criminal conviction of a corporation with some ability to pay will go unnoticed by
the civil division of the DOJ, counsel should ask the criminal prosecutor for the name of a DOJ
civil attorney or civil assistant U.S. Attorney who can be contacted about a possible settlement or
release of civil claims. Finally, counsel should ask for the name of an attorney with the OIG
General Counsel’s Office to discuss exclusion issues.

CLXVIII.



CLXIX. Assume that counsel for the corporation and the government have reached
an agreement as to the charge to which the corporation will plead guilty,  and the amount of
criminal restitution and fine. The scope of the criminal release should be a subject of further
negotiation. If there were other allegations that were the subject of the criminal investigation that
ate not specifically mentioned in the plea agreement, the prosecutor may be willing to state in the
plea agreement that in exchange for the corporation’s plea of guilty, the U.S. Attorney’s Office
for that federal district will not bring criminal charges against the corporation for the conduct
investigated but not charged in the current case. Prosecutors who include such releases in the
plea agreement should carefully describe the specific conduct at issue and limit the release to the
time period investigated. Too broad a release may have the unintended effect of barring a future
prosecution for criminal conduct by the target unknown to the government at the time the guilty
plea is entered, or even for conduct that has not yet occurred.

CLXX.
CLXXI. But  suppose,  as  is  often  the  case,  that  the  corporate  defendant  does

business in many different areas of the country, and the fraud affected insurers in 20 out of the
94 federal  judicial  districts.  Moreover,  another  10  districts  would  have  putative  venue  in  a
criminal case against the defendant because Medicare
CLXXII. ________________________

CLXXIII. 15This section addresses issues that concern large, perhaps publicly traded, corporations
that have an identity separate and distinct from any single individual. Thus, a subchapter S corporation that
is merely an alter ego of the provider can be considered an individual defendant for purposes of reaching a
global resolution.

CLXXIV. beneficiaries in whose name the fraudulent conduct was committed live in
those districts. Theoretically, charges against the corporation could be brought by any of
the U.S. Attorney’s Offices within any of those 30 districts.

CLXXV.
CLXXVI. The extent to which the corporation’s counsel can receive assurances that

similar  charges  will  not  be  brought  is  somewhat  limited.  Despite  the  increasing  number  of
prosecutions of corporations that do business in more than one district, no single U.S. Attorney’s
Office has the authority to bind another district in a plea agreement with a particular defendant.
Thus, if the corporation is pleading guilty in the district  where the corporate headquarters is
located, or where the core of the fraud was initialed or took place, common sense dictates that a
corporate guilty plea in that district will probably put an end to federal criminal prosecution of
the conduct released in the plea agreement. If (he prosecution is taking place in a district where a
small part, but not the bulk of, the corporate crime occurred, corporate counsel should consider
pursuing with the prosecutor  the possibility of obtaining the permission of die other judicial
districts at issue to include those districts in the plea agreement.

CLXXVII.
CLXXVIII. If the possibility of prosecution in more than one federal district is truly of

concern to the target, it is tin issue that defense counsel should raise early in the negotiating
process. It is tit best an arduous chore for a prosecutor to obtain a release from prosecution from
a colleague in another district, who has neither had an opportunity to investigate the allegations
nor who will be receiving any benefit for agreeing to the release. Failure by defense counsel to
raise this issue until the 11th hour may well jeopardize the success of the settlement.



CLXXIX.
CLXXX. If the other federal districts in which the fraud occurred cannot be included

in the plea agreement, defense counsel may seek some reassurance for CLIENT in the form of a
“comfort letter.” A comfort letter signed by the prosecutor simply contains a statement that the
prosecutor has no knowledge of any pending investigations in other districts of the target for the
conduct being released in the plea agreement. Such a comfort letter is nonbinding and would not
bar future prosecution in another district, it is simply a showing of good faith by the prosecutor
that he or she does not believe that a prosecutor in another district is waiting to bring similar
charges against the target.

CLXXXI.
CLXXXII. Before a corporation can enter a guilty plea, its board of directors must

pass a resolution authorizing an individual to enter the guilty plea on behalf of the corporation.

CLXXXIII. 2. Civil Resolutions

CLXXXIV. Although  it  may  be  tempting  for  the  criminal  prosecutor  and  defense
counsel to begin negotiating the civil settlement as well as the criminal resolution—after all, the
criminal  prosecutor often “knows the case” best—this approach is fraught with risk for both
sides. For the criminal prosecutor, the risk is that, although he or she may have a good grasp of
the facts of the case, he or she is probably unfamiliar with the civil False Claims Act, DOJ civil
policies, and damage and penalty assessments in civil cases. There is a substantial likelihood that
a criminal prosecutor who takes it upon him- or herself to “arrive at a number” for the civil
settlement  will  seriously undersell  the case in a way that will  not likely be approved by the
government’s civil attorneys.

CLXXXV.
CLXXXVI. Defense counsel, for his or her part, risks having reassured CLIENT that a

global deal has been reached in principle with the government regarding the
CLXXXVII. terms of the criminal fine and the civil settlement, only to learn that the

civil deal must be scuttled because the criminal prosecutor was not authorized to make
the deal. Although the parties may choose to have joint civil and criminal negotiations, it
is important that the government civil attorney conduct the civil negotiations.

CLXXXVIII.
CLXXXIX. Civil  settlement  agreements  often  are much  broader  than  criminal  plea

agreements.  This  is  so,  in  part,  because  civil  settlement  agreements  usually  do  not  contain
admissions of liability by the target. As a result, the defendant is usually willing to pay a bit more
money to be released from more claims. For its part, the government is cognizant of the lower
burden of proof in civil cases, and therefore is willing to proceed civilly on more allegations than
it would in a criminal case.

CXC.
CXCI. If the civil agreement is settling allegations of fraud against a number of federal

health care benefit programs, the civil settlement agreement will be signed by not only the DOJ
civil attorney, but also by a representative of each of the federal programs that is releasing claims
pursuant to the settlement. The signatures from these offices indicates that each of the federal
programs agrees to release the claims enumerated in the settlement document in return for the



monetary settlement (and possibly other conditions, including corporate integrity agreements or
other specified changes in the provider’s conduct). This is a complicating factor that affects the
timing of any global settlement.

CXCII.
CXCIII. If  a  qui  tam lawsuit  was  filed  against  the  corporation  regarding  the

allegations being settled, and the government has not yet intervened in the lawsuit, it will do so
at the time the case is settled. Prior to settlement, the government will move the court for an
order permitting the limited unsealing of the  qui turn suit  so that its  existence can be made
known to the defendant for purposes of settlement negotiations. The qui tain relator has the right
to object to the reasonableness of the settlement under all the circumstances;16 therefore, it  is
common practice  for  all  the  parties  to  the lawsuit  to  be known to  each other  when serious
negotiations are underway. Issues such as the appropriate amount of the relator’s share of the
recovery and the amount of statutory attorneys’ fees for the relator’s counsel may or may not be
resolved  by  the  time  of  settlement.  If  they  are  not,  they  may  become  the  subject  of  later
litigation,  but  should  not  be  allowed  to  delay  a  settlement  between  the  defendant  and  the
government that all parties agree is fair and reasonable on the merits.

CXCIV. 3. Corporate Integrity Agreements

CXCV. In  civil  settlements,  HHS  has  come  to  require  many  corporate  health  care
providers  to  agree  to  Corporate  Integrity  Agreements  (CIAs).  These  agreements,  which  are
appended to and incorporated by reference into civil settlement agreements, set forth specific
future corrective action to be undertaken by the corporation, based on the government’s findings
in the criminal and civil investigations. Corporate defendants usually agree to implement a CIA
in exchange for HHS waiving or limiting its right to pursue a permissive exclusion

CXCVI. ________________________

CXCVII. 1631 U.S.C. §3730(c)(2)(B).

CXCVIII.
CXCIX. against the corporation. Indeed, it is rare for HHS to agree to a settlement with a

corporate health care provider today without a CIA.17

CC. A CIA should be distinguished from a Corporate Compliance Plan. The former is
a mandatory contract entered into as part of the terms of a civil settlement with the government;
the latter can be tiny type of voluntary plan implemented by a corporation seeking to ensure that
its  employees  conduct  its  business  in  a  legal  and  ethical  manner  (with  the  result  that  the
corporation can avoid future legal entanglements with the government).18

CCI. C. Administrative Exclusion

CCII. One of  the trickiest  areas  to  negotiate  in  a  global  resolution  is  administrative
exclusion from the Medicare and Medicaid programs. For unsuspecting defense counsel new to



health care fraud, administrative exclusion can sink even the best-constructed deal. More than
one attorney has been astonished to learn that although his or her client may be willing to go to
jail and pay severe criminal and civil penalties, the client is not willing to forgo a future lucrative
income stream from Medicare and Medicaid.

CCIII.
CCIV. Understandably,  this  is  precisely  what  Congress  intended—that  Medicare  and

Medicaid be spared future billings by those previously convicted of fraud against the programs.
Hence, prior to 1997, the mandatory 5-year exclusion (and perhaps more) was imposed on tiny
provider convicted of committing fraud against the Medicare or Medicaid programs. Although
the mandatory 5- year exclusion proved a hurdle to some global health care fraud settlements, it
was not an insurmountable one in all cases. Until 1997, a provider could, for example, plead
guilty to fraud against a program other than Medicare and Medicaid, and avoid falling into the
mandatory exclusion provision.19 As discussed earlier, however, in 1996. Congress changed the
mandatory exclusion provision as part  of HIPAA.20 The new provision raises the bar in two
ways:  First,  it  imposes  mandatory  exclusion  on any individual  or  entity  convicted  of  fraud
against  any health care benefit program in any way funded or operated by a federal, state, or
local government (not just Medicare and Medicaid);

CCV.
CCVI.
CCVII.

CCVIII. _______________________

CCIX. 17The number of ClAs imposed on providers has experienced an exponential growth. In fiscal year

1994, the number of new ClAs was 4: in 1995, U;in  1996,23; in 1997,83; in 1998, 233; and in 1999.91.
Comments  by Michael  Shaw, senior  counsel  in the HHS Inspector  General's  Civil  Recoveries  Branch
compliance unit. 3 Health Care Fraud Rep. (BNA) 782 (Sept. 8. 1999). More than 475 ClAs were still
active at the close of 2000. Annual Report of the Department of Health and Human Services
and the Department of Justice, Health Care Fraud and Abuse Control Program FY 2000
(2001).

CCX. 18The  OlG’s  Web  site  contains  examples  of  such  agreements  that  have  been  reviewed  and
approved.

CCXI. 19See, e.g., United States V. National Health Labs. Inc. Crim. Case No. 92-1646-G (S IX Cal.

Dec. 18, 1992). In  National Health the corporation pled guilty to two counts of fraud against the Cl
IAMBUS program and avoided mandatory exclusion. The president of the corporation pled guilty to fraud
against the California Medi-Cal program, and was therefore subject to mandatory exclusion. United States
v. Draper, Crim. Case No. 92-1645-G (S.D, Cal Dec. 18, 1992).

CCXII. 20See discussion of program exclusion supra Section II B.3.

CCXIII. second, it excludes the defendant from participating in not only the Medicare and
Medicaid programs, but from participating in any federal health care program.

CCXIV.
CCXV. For individual providers who are convicted of fraud against a health care program

funded in any way with federal money, little can be done to avoid mandatory exclusion from all
federal health care programs. The sole exception might be in the case of a guilty plea entered to
charges that the provider defrauded only a private health insurer that was not in any way funded
by a federal,  state, or local  government;  however, in a case in which the government was a



sizable victim, the prosecutor may not be inclined to permit such a resolution. Even in a global
resolution  entailing  a  conviction  for  Medicare  fraud,  however,  defense  counsel  should
nonetheless  contact  HHS  exclusion  authorities  to  attempt  to  negotiate  the  length  of  the
mandatory exclusion period. It is important to remember that the 5-year mandatory exclusion
period is the minimum mandatory exclusion period. Far lengthier exclusion periods can, and have
been,  imposed  on  convicted  health  care  providers.  When  discussing  global  resolution  for
CLIENT, therefore, a defense attorney should attempt to negotiate the best possible terms for
exclusion of him as part of the global package.

CCXVI.
CCXVII. Where the defendant is a corporation, the consequences of exclusion can

be equally devastating. Even for a large corporation, mandatory exclusion from all federal health
care  programs  would  likely  mean  the  end  of  the  entire  corporation.  This  result  may  be
undesirable from the government’s point of view even where the corporation has engaged in
some type of fraud, for the corporation may support employees and shareholders who played no
part in the fraud. The corporation also may be the sole provider of necessary care in a particular
geographic area, or may be the only source of a particular type of medical care. In these cases,
global resolutions have been reached in which a divisible subpart of the corporation, generally
the one responsible for the fraud, pleads guilty and is thus the only entity subject to mandatory
exclusion.21

CCXVIII. D. Exposure to State Criminal Charges

CCXIX. It is the bane of many a fraudulent health care provider that, having falsely
billed many different insurance programs, suddenly everyone seems to want redress. No sooner
has one victim been appeased than another one appears, demanding satisfaction.

CCXX. _____________________________

CCXXI. 21See, e.g., United States v. NME Psychiatric Hosps., Inc., Crim. Case No. 94-0268 (D.D.C. June
29, 1994) (entry of corporate guilty plea). According to the plea agreement in this case, National Medical
Enterprises, Inc., the parent corporation of NME Psychiatric Hospitals, agreed to sell, close, or otherwise
divest itself of all but four of its psychiatric and substance abuse treatment facilities. The corporation also
paid the federal government $33 million in criminal fines and $324.7 million pursuant to a civil settlement
agreement.  See also United  States  v.  Allied  Clinical  Labs.,  San  Diego  Reg’l  Lab.,  Crim.  Case  No.
96CR220 (M.D.N.C. Nov. 18, 1996) (entry of corporate guilty plea). In this case, the San Diego regional
laboratory of national laboratory chain pled guilty to fraud against the Medicare program and paid a $5
million  criminal  fine.  Only  the  regional  laboratory,  not  the  entire  laboratory  chain,  was  subject  to
mandatory exclusion. The parent corporation, Laboratory Corporation of America (LabCorp). paid $182
million to settle civil allegations against  Allied and two other national laboratory chains that had been
acquired by LabCorp.

CCXXII.

CCXXIII.



CCXXIV. Many defense counsel  believe,  understandably,  that  once  a  satisfactory
resolution has been reached with the federal government’s criminal and civil prosecutors, and
administrative exclusion has been addressed, a global resolution has been achieved. This view,
however, underestimates the considerable role played by state law enforcement authorities in
health care fraud prosecutions. Any attorney pursuing a true global resolution for CLIENT must
at least consider the possible exposure to state prosecution and civil liability that might flow
from his plea of guilty in federal court.22

CCXXV.
CCXXVI. There may be situations in which state criminal or civil prosecution is not

of great concern. Some health care providers, by the nature of their business, may cater to a
certain  demographic  group  that  is  insured  primarily  by  a  particular  government  program.
Marriage and family counseling therapists, for example, tend to treat younger, higher income
families. Billings by such counselors to Medicare and Medicaid are low, but billings to private
insurers and TRICARE are high. Cataract surgeries and related services, which affect primarily
the elderly, result in high billings to Medicare, but lower billings to other insurers. Other types of
medical services, such as durable medical equipment, blood work, or dermatology, may affect all
insurers equally.

CCXXVII.
CCXXVIII. Suppose, however, that the health care provider under investigation is a

corporation that sells durable medical equipment, including wheelchair cushions. For years, the
corporation  has  been  aggressively  marketing  the  wheelchair  cushions  to  hospitals,  nursing
homes,  and  clinics,  and  has  been  “upcoding”  the  cushions  from  the  correct,  low-paying
Physician’s  Current  Procedural  Terminology (CPT)  code to  a  CPT code that  offers  a  much
higher reimbursement. Following the execution of a search warrant by the federal government,
defense counsel works out a global resolution whereby the corporation’s wheelchair subsidiary
will  plead  guilty  to  Medicare  fraud  and  pay  a  criminal  fine,  enter  into  a  civil  settlement
agreement for double damages, and be excluded from billing federal health programs for 5 years.
On the eve of the proposed guilty plea, defense counsel learns that the state Medicaid Fraud
Control Unit (MFCU) has requested access to the evidence seized in the federal search.

CCXXIX.
CCXXX. The  above  scenario  is  not  an  unusual  one.  State  Medicaid  laws  are

enforced by state attorney general offices, most of which have established dedicated MFCUs.
Although partly funded by federal dollars, the Medicaid programs, which exist primarily to pay
for the health care needs of the indigent, are state- administered programs. Thus, the MFCUs
prosecute under state law providers who fraudulently bill the Medicaid programs. If a provider
has fraudulently billed a state Medicaid program, the MFCU’s interest in the provider is neither
appeased nor eclipsed by a federal prosecution.

CCXXXI.
CCXXXII. A provider who has defrauded both the Medicare and Medicaid programs

therefore cannot put both issues to rest by settling with only the federal government. Returning to
the example above, suppose that counsel allows the wheelchair pad subsidiary of the corporate
client  to go forward and enter  a guilty plea in federal  court  and make payment on the civil
settlement. The subsidiary is excluded from billing all federal programs, and is closed by the
parent corporation. A few weeks later, however, counsel learns that the state MFCU has filed a



criminal indictment in state court against the entire corporation,
CCXXXIII.

CCXXXIV. ___________________________

CCXXXV. 22The converse also is true.

CCXXXVI.
CCXXXVII. alleging fraud against  the Medicaid  program.  An important  part  of the

state’s proof consists of the transcript of the guilty plea entered in federal court. Under
these  circumstances,  a  state  conviction  is  almost  a  certainty.  And  because  the  state
prosecutor  has  filed  charges  against  the  parent  corporation,  not  the  subsidiary,  a
conviction  would  guarantee  the  mandatory  exclusion  of  the  entire  corporation  from
billing all federal programs.

CCXXXVIII.
CCXXXIX. This example illustrates the importance to a defense attorney of addressing

a client’s fraud against Medicaid even while negotiating the federal case. To structure a “global”
federal  resolution  of  a  case,  only  to  have  one’s  client  suffer  the  very  fate  that  the  global
resolution  was  designed  to  avoid—subsequent  criminal  prosecution,  additional  fines  and
penalties,  and/or  complete  exclusion  from federal  health  care  programs—would  be  to  miss
entirely the point of pursuing a “global resolution.”

CCXL.
CCXLI. The  decision  whether  to  raise  the  issue  of  state  liability  in  a  federal

negotiation usually rests on the client’s, like CLIENT, relative exposure under state law. The
practitioner  should evaluate  the extent to which CLIENT received state Medicaid funds as a
result  of the fraudulent  conduct.  Naturally,  the greater his revenue from Medicaid fraud, the
greater the likelihood that state law enforcement will be interested in pursuing the provider after
a federal conviction. In the current climate of task forces, working groups, and other efforts to
increase information flow between federal and state agencies addressing health care fraud, the
likelihood of subsequent state action is greater than ever. At the point at which CLIENT’s fear of
subsequent state prosecution exceeds CLIENT’s unwillingness to pay for some additional peace
of mind, it is appropriate to pursue a resolution with slate authorities.

CCXLII.
CCXLIII. How one approaches the task of negotiating with slate authorities depends

in large pari on the circumstances of the federal investigation, and on how many state Medicaid
programs  may  have  fallen  victim  to  the  provider’s  fraud.  If  a  state  Medicaid  attorney  or
investigator  is  working  with  the  federal  authorities,  it  is  a  fairly  simple  matter  to  discuss
CLIENT’s exposure under state law with that state representative. If, on the other hand, there is
no known state  presence in the federal  investigation,  an inquiry can be made of the federal
prosecutor fora referral to an appropriate state Medicaid attorney. If no referral is forthcoming, it
is  incumbent  on the  defense attorney to  locate  the  MFCU, usually  within  the  state  attorney
general’s office, to begin negotiations.

CCXLIV.



CCXLV. Where CLIENT will be pleading guilty to federal criminal charges, the
defense  attorney’s  goal  should  be  to  convince  state  authorities  that  CLIENT  is  being
appropriately  and  satisfactorily  punished  criminally  through  the  federal  charges,  and  that  a
negotiated  civil  settlement  with  the  affected  state(s)  (so  as  to  avoid  the  invocation  of  the
mandatory exclusion provision), in conjunction with the federal resolution, would bring the case
to  a  fair  and  just  conclusion.  Where  the  states  have  invested  relatively  few  resources  in
investigating a particular case, this approach is likely to be well received.23

CCXLVI.
CCXLVII. If  the  provider’s  fraudulent  conduct  involved  more  than  a  few  states,

however, separate negotiations with each state MFCU can prove extremely
CCXLVIII. ________________

CCXLIX. 23Counsel for CLIENT should carefully explore possible exclusion ramifications under
state law. 

CCL.

CCLI. cumbersome.  In  such  instances,  defense  counsel  should  contact  the  National
Association of Medicaid Fraud Control Units (NAMFCU) in Washington, D.C.24 In the
past, the NAMFCU has assisted global resolutions by appointing representatives front
certain  state  MFCUs  to  represent  the  interests  of  all  affected  states  for  purposes  of
negotiations.25

CCLII. E. Other Potential Consequences

CCLIII.Depending on the  type  of  provider  under  investigation,  the  fact  of  a  criminal
conviction—or  the  type  of  conduct  for  which  the  provider  is  being  investigated—can  pose
additional  risks  to  the  provider’s  ability  to  do  business  or  practice  medicine  in  the  future.
Licensing  under  state  law may  be  an  issue  for  an  individual  provider,  or  even  a  corporate
provider if the corporation is subject to state regulation (for example, a laboratory or pharmacy).
If continuing to do business in a particular state is important to CLIENT, the attorney should
examine that state’s law with respect to licensing. In certain states, the provider’s license may be
at risk if the conduct or conviction involved, for example, moral turpitude or quality of patient
care. If so, it may be possible to negotiate a less severe sanction than license revocation or, at
minimum, limit the length of the license suspension.

CCLIV. IV. CONCLUSION

CCLV. A healthy attitude for CLIENT’s counsel to maintain throughout the negotiation
of a global resolution is that true “global peace” is usually unattainable. If CLIENT has engaged
in extended billing fraud, he simply may have trespassed on too many laws and tread upon too
many jurisdictions  for  even the  most  diligent  defense counsel  to  appease  at  one time.  Civil
lawsuits  by private  insurers and patients,  class action suits  brought  by disgruntled investors,
criminal  or  civil  tax  charges,  and  securities  charges  by  the  government26 usually  cannot  be
resolved during negotiations with government health care fraud prosecutors. In reality, a global



resolution is better defined as the minimization of future risk than the resolution of all liability.

CCLVI.
CCLVII.
CCLVIII.

CCLIX.
CCLX.

CCLXI. ___________________________

CCLXII. may be left to the discretion of (he director of the Medicaid program in the state. Therefore, it may
be possible for defense counsel to negotiate either a waiver of exclusion or a limited exclusion.

CCLXIII. 24  National Association of Medicaid Fraud Control Units, 750 First St., NE, Suite 1100,
Washington, D.C. 20002-4241.

CCLXIV. 25The  sheer  logistics  of  negotiating  a  resolution  on  several  fronts  underscores  the
importance of beginning all the negotiations as soon as possible. For example, some slates may require the signature
of a high state official—for example, the governor or the attorney general—on settle- menus over a certain dollar
amount. Such unanticipated bureaucratic hurdles can jeopardize global resolutions that are being negotiated under a
deadline.

CCLXV.26 Some criminal plea agreements and civil settlement agreements will explicitly state that the
agreement does not cover tax prosecutions or violations of the securities laws.
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II. I. INTRODUCTION



III. In many respects, a criminal health care fraud trial resembles any other criminal
trial. Although the trial itself may be colorful (with patients, experts, and employees testifying)
or tedious (consider the spectacle of expert testimony about the proper way to fill out a cost
report), most rules regarding discovery, witnesses, evidence, and the general conduct of trial are
not unique to health care fraud cases. Yet, some issues do commonly arise in health care fraud
trials and are of particular concern to the health care fraud prosecutor or defense attorney.

IV. This  chapter  presents  these  issues  within  the  areas  of  admissible  methods  of
proving the scope of a medical fraud, common defenses and rebuttals, jury instructions, and trial
strategy.

V. II. METHODS OF PROOF

VI. An important part of the government’s case in a health care fraud trial is usually
the percipient  witnesses to  the fraud—that  is,  employees,  patients,  customers,  or undercover
agents. Beyond these witnesses, however, there are other types of evidence or witnesses relevant
to proving intentional fraud by a medical provider that the government might seek to present at
trial.

A. Medical Experts

VII. No prosecutor wants to bring a health care fraud case based solely on one medical
expert  second-guessing  another  expert’s  view  of  medical  necessity.26 Nonetheless,  where  a
particular type of medical procedure or service is involved in the billing fraud, the government
often must present expert testimony to the jury to give the jurors some background about the area
of medicine at issue. Depending on the circumstances, a medical expert might also testify about
aspects of medical practice that are relevant to billing fraud—for example, the proper way to
document medical necessity in patient files, the common industry understanding of particular
billing regulations, or the average number of procedures that might be performed in a single day
by a busy practitioner in a particular field.27

B. Billing Experts

VIII. At times, the prosecution or the defense may seek to introduce testimony of a
“billing expert” who has no personal knowledge of the particular facts at issue in a criminal trial.
Such testimony is usually introduced to establish or defeat a good-faith defense to the criminal
charges. Thus, the defendant may attempt to assert that his or her billing practices were common
in the particular field of medical practice, or the prosecution may wish to establish that they were
not.5 In  either  event,  the  party  wishing to  introduce  the  testimony of  the  expert  should  be
prepared to defeat a motion to exclude such testimony on the grounds that it does not meet the
requirements of Federal Rule of Evidence 702, which provides:

26 1See United  States  v.  Rulgard,  I  16  F.2d  1270,  1282  (9th  Cir.  1997)  (reversing  some counts  of
conviction for  insufficiency of  evidence  where  defense  presented  medical  expert  evidence  that  contradicted
government expert testimony based only on review of patient file).

27 2See, e.g., United States v. Weinstock, 153 F.3d 272, 275 (6th Cir. 1998) (medical expert testified
about the proper way to perform an urthrocentesis procedure, and opined that the defendant would have to be a
specialist in arlhrocentesis to legitimately perform as many as he claimed to have done in a day).



IX. Rule 702.  If scientific, technical, or other specialized knowledge will assist the
trier of fact to understand the evidence or to determine a fact in issue, a witness qualified as
an expert by knowledge, skill, experience, training, or education, may testify thereto in the
form of an opinion or otherwise.
X.

XI. Either  party  has  a  better  chance  of  admitting  “expert”  testimony  on  billing
procedures if the testimony is elicited from a witness who is already testifying about some other
relevant aspect of the case. For example, the defense may ask some questions regarding normal
billing  practices  of  a  witness  who is  testifying  as  an  expert  about  medical  procedures.  The
prosecution,  likewise, may question the witness from the defrauded insurance program about
proper documentation and billing procedures.1 2 3 4 28 29 30 31 Virtually everyone who testifies in the
trial  of  a  health  care  provider  is  an  “expert”  in  some  fashion,  yet  most  also  testify  as  fact
witnesses. For their fact testimony to be relevant and in its appropriate context (e.g., “this bill for
lymphodema pumps has false statements in it which the defendant told me to put in the bill,”
“the change in this device affected its safety and the defendant told me that,” “this operation note
by the defendant falsely describes the procedure that I saw him perform”), their expertise must
be established.  The jurors must  know and understand the witness and the perspective of the
witness in perceiving the events about which he or she is testifying.

XII. C. Audit Data

XIII. 1. In General

XIV. In most health care fraud prosecutions, the government must introduce audit data
to  demonstrate  the  scope  of  the  fraud.  Accurate,  reliable  audit  data  is  also  essential  for
establishing monetary damages and for tracing fraudulent receipts to prove money laundering
and forfeiture allegations.

XV.

XVI. The  prosecution  usually  obtains  its  audit  data  from  the  health  care  program
alleged  to  have  been  defrauded.  Medicare  carriers  and  fiscal  intermediaries,  state  Medicaid
programs,  the  TRICARE program,  the  Railroad  Retirement  program,  and  private  insurance
companies are common victims;  these programs often provide claims data to prosecutors for
investigational and litigative purposes.

XVII.

XVIII. 'The information most relevant to a criminal prosecution is usually contained on a
health  insurance  program’s  computerized  “provider  file.”  The  provider  file  contains,  in
electronic  format,  all  the  information  contained  on  every  claim  submitted  by  a  health  care
provider to that insurance program, as well as all the information pertaining to the program’s
payment on each claim. Although much of the information is noted in code, the provider file

28 3See, e.g., United States  v.  Picciotti,  40 F.  Supp. 2d 242, 246 (D.N.J.  1999) (“[T]here  has  been
testimony that, during the relevant time period alleged in the Indictment, Medicare only

29 paid for [lymphodema] pumps when they were prescribed for patients with lymphedema and

30 not for any other condition.”).

31 4In these instances, the witness may not be testifying as an ‘‘expert" at all.  See, e.g. United States v.
Erickson, 75 F.3d 470, 475-76 (9th Cir.)  (holding that  nine ophthalmologists,  nurse anesthetists,  and billing
consultants "testified as lay witnesses regarding industry practices  and the common understanding of billing
instructions,” not as experts.



offers a relatively compact summary of each and every claim submitted to the health insurance
program by a particular provider.”

XIX.

XX. The prosecution in a health care fraud trial usually will seek to admit at least some
summary evidence of billings by a provider and amounts paid to the provider by the defrauded
insurance program. In most cases, these summaries (or “reports”) arc generated by the insurance
program at the government’s request. If the government is alleging that the provider’s entire
operation is fraudulent, the relevant figures will be the total amounts billed by and paid to the
suspect-provider  by  the  affected  program.  If  the  alleged  fraud  concerns  only  particular
procedures,  goods,  or  services,  summary  reports  for  only  those  particular  billing  codes  are
relevant.

XXI.

XXII. At times, it may lie necessary to obtain additional information about a particular
beneficiary who has received goods or services from the suspect- provider. In such cases, the
insurer can cross-reference the claim information contained in the provider file with information
contained in the “beneficiary history” file. The beneficiary history file contains records of all
services billed to the program fora particular beneficiary. The power of computers to juxtapose
the information from the provider and beneficiary files has greatly improved a program’s ability
to detect, through audit data, the existence of fraud at the beginning of an investigation, or to
corroborate the existence of fraud at a later stage of the investigation.

XXIII. Audit data is increasingly becoming an important tool in health care fraud trials.
Mere anecdotal evidence of fraudulent intent, although helpful to the prosecution, often
does not address the scope of a provider’s fraudulent scheme or the extent of the damages
caused by the scheme. Audit data, when used in conjunction with testimonial and other
evidence of fraudulent intent, can be powerful corroborating evidence that is difficult to
impeach.

XXIV. 2. Presenting Audit Data

XXV. a. Billing Information

XXVI. Evidence of claims information and claims processing information is most easily
presented to a jury in the form of computer records maintained by the insurer. Sometimes proof
of the falsity of a claim rests on a certification on an actual paper claim—for example, a forged
physician’s signature or a written statement regarding the patient’s condition. When it does not,
however,  coded  payment  information  retrieved  from  the  computerized  provider  file  or
beneficiary history file should be admissible at trial as proof of both claims submitted by the
provider and payments made to the provider. Although such information abuses its discretion in
admitting  their  testimony,  which  was  relevant  to  appellants’  claims  of  mistake  and lack  of
knowledge and intent.”), cert, denied, 517 U.S. 1222 (1996).

XXVII.

XXVIII. While  billing  is  technically  hearsay,  it  is  almost  always  admissible  under  the
“business records” exception to the hearsay rule.532 For billing and payment information to be
admissible under the business records exception to the hearsay rule, the custodian of records
must be someone who is familiar with the method of business recordkeeping at the health care
program. The proper custodian of records should be an employee of the insurance program who

325 FED. R. EVID. 803(6). See, e.g., United States v. Weinslock, 153 F.3d 272, 276 (6th Cir. 1998).



has personal knowledge of the manner in which information is obtained, entered into the system,
maintained, and retrieved. These criteria can be met either by persons who participate in the
storage and maintenance of the data, or by individuals who retrieve data from the system on a
frequent basis.6 7  33 34

XXIX.

XXX. In United States v. Sanders,1 the Fifth Circuit held that computer records from the
Texas Department  of Human Resources (TDHR) reflecting claims submitted  to  and paid by
Medicaid were admissible. The court distinguished between the printouts of the data and the data
itself, finding that so long as the underlying data had not been made in preparation for litigation,
the printouts of that data were admissible evidence under the business records exception to the
hearsay rule.835 The court also rejected the defense characterization of the data as a “summary”
improperly received into evidence under Federal Rule of Evidence 1006, noting that computer
business records are not “mere summaries”:

XXXI.

XXXII. The format used in the TDHR printouts did not transform the computer business
records into summary evidence. The Provider Profile was simply a retrieval of data stored
in a manner meeting the requirements for the admission of business records; as discussed
above,  it  was  not  a  selective  compilation  of  random  pieces  of  data  stored  in  TDHR
computers but was instead a complete list of all information TDHR possessed relating to
Sanders’ claims. Since each claim was admissible as a business record, we think it of no
consequence that all claims were listed in a single printout.936

a. Statistical Inferences I. Statistical Profiles
XXXIII.

XXXIV. One of the most controversial  uses of audit data involves the use of statistical

336 United States v. Weinstock, 153 F.3d at 276.

34 7749 F.2d 195 (5th Cir. 1984).

35     8Id. at 198 (“The printouts themselves may have been made in preparation for litigation, but the data 
contained in the printouts were not so prepared.”).

36 9Id. at 199.
10See United States v. linekson, 75 F.3d 470, 474 (9lh Cir.) (district court was within its discretion in allowing

jury to hear evidence of total revenues, not just fraudulent revenues, as evidence of sophistication of the operation
and to rebut defense of lack of knowledge and intent to commit Medicare fraud),  cert, denied. 517 U.S. 1222
(1996).

11See also, e.g., United States v. Jaramillo, 98 F.3d 521, 524-25 (10th Cir.) (trial court admitted evidence
regarding the length of time patients spent waiting to see defendant psychiatrist or his unlicensed counselor), cert,
denied, 519 U.S. 1000 (1996).

12See 42 C.F.R. §4l0.40(b) (limits on coverage of ambulance transportation).

13153 F.3d 272, 276 (6th Cir. 1998).
14 Id.



profiles to corroborate prosecution evidence of fraudulent billing. A statistical profile uses pure
audit data to display the billing patterns of a particular provider in ways that highlight certain
relationships. In its simplest form, statistical  data informs the jury about total  dollar amounts
billed to or paid by particular insurance programs by or to the provider in question;10 total dollar
amounts billed or paid for a particular Physicians’ Current Procedural Terminology (CPT) code;
or routine practices of the suspect provider."

XXXV.

XXXVI. Sometimes  the  billing  patterns  the  prosecution  wishes  to  highlight  involve
relationships among various aspects of a single provider’s billings. For example, audit data from
a  Medicare  carrier  might  demonstrate  that  80  percent  of  the  time  that  an  ophthalmologist
performs cataract surgery on a patient, the physician later performs eyelid surgery on the same
patient. The prosecution might argue that this high rale of subsequent eyelid surgery suggests
lack of medical necessity for the eyelid procedures. A more creative use of audit data might
display a conspicuous lack of an expected service. For example, a jury might be more inclined to
believe an ambulance company was engaging in systematic fraud if audit results showed a high
percentage  of  ambulance  transports  for  Medicare  beneficiaries  whose  beneficiary  histories
reflected  no  billings  for  hospital  admissions  on  the  same  day.  Moreover,  if  those  Medicare
beneficiaries’  billing  histories  showed  repeated  claims  from  physicians’  offices  or  kidney
dialysis  centers  on  the  same day as  the  ambulance  transports,  a  jury might  deduce  that  the
ambulance  service  was  improperly  billing  Medicare  for  unreimbursable,  nonemergency
ambulance trips.12

XXXVII.

XXXVIII. The use of statistical profiles becomes even more controversial when it contrasts
one provider’s billing patterns with the billing patterns of other similarly situated providers, if a
provider is  billing  an insurance company for a disproportionately high percentage  of certain
procedure codes vis-a-vis his oilier peers, the prosecution will seek to admit such evidence at
trial  on  the  grounds  that  the  statistics  corroborate  other  evidence  that  the  provider’s  billing
practices are fraudulent or that he or she is providing medically unnecessary services. Defense
attorneys are likely to argue that such statistics could be misleading in that they do not accurately
reflect  innocent  variances  in  practices  among providers in  the same area  of health  care (for
example, one gynecologist  who specializes in certain surgical procedures versus another who
maintains a mostly clinical practice).

XXXIX.

XL. In  United States v.  Weinstock,13 however,  the  Sixth Circuit  held that  such arguments
ultimately  go  “to  the  weight  to  be  afforded  to  the  evidence  rather  than  to  its
admissibility.”14 In  Weinstock, the  trial  court  allowed  the  prosecution  to  introduce
evidence at trial that Weinstock, a podiatrist, billed an insurance company for an average
of 10 arthrocentesis procedures per day, compared with an average of three per day billed
by Weinstock’s peers. This “Physician Practice Profile” statistical information had been
compiled by the insurance company. The defense argued that the evidence was improper
evidence of other bad acts under Federal Rule of Evidence 404(b) or, alternatively, that
the evidence was more prejudicial than probative under Federal Rule of Evidence 403.
The appellate court rejected those arguments, holding that the Physician Practice Profile
was not “other act evidence” in that it reflected facts intrinsic to the fraudulent scheme,
and that the evidence was highly relevant in that it provided “a context for the jury to
evaluate the allegations against Weinstock.”15

XLI.



XLII. In certain cases, an argument also can be made that statistical profile evidence
should be admitted because it suggests fraud that cannot adequately be explained by a provider’s
specialty. For example, other evidence at trial might establish that a provider’s patients derive
almost exclusively from the provider’s immediate geographic area, while the insurer’s statistical
profile data cover a much larger geographic area. It is far more difficult for a provider to explain
why patients from his or her own immediate area need far more of a particular medical service
than do patients from the larger geographic area in general.

XLIII.

XLIV. For example, suppose Provider X accounts for 80 percent of billings to a Medicare
carrier for a particular surgical procedure. Almost all of Provider X’s patients live in just 1 of the
10 counties serviced by that Medicare carrier. Rather than focus on Provider X’s expertise in that
particular  surgical  procedure,  the prosecutor  will  probably point  out that  there is  no rational
explanation  for  the  fact  that  Medicare  beneficiaries  in  one  county  should  need  a  particular
surgical procedure more than Medicare patients in other counties. This approach may overcome
defense objectives that the statistical profile evidence is more prejudicial than probative on the
issue of medical necessity.

XLV.
XLVI. ii. Statistical Sampling

XLVII. Statistical  sampling  remains  an alternative  for  estimating  the amount  of  fraud
committed by a health care provider. The methodology, in general, requires a random sample of
the relevant data; it  is recommended that the size of the sample be determined initially by a
qualified statistician.16 The type of

XLVIII. _________________________
XLIX. 15Id. at 277. See also United States v.Rulgard, 1 l6F.3d 1270, 1286 (9lh Cir. 1997) (although not

directly challenged on appeal, trial jurors heard evidence that defendant ophthalmologist billed Medicare,
for example, for 81.7% in 1990, 88.8% in 1991, and 96.3% of a particular procedure code among his peers
in the Southern California area); United States v. Lewis, 156 F.3d 656, 657 (6th Cir. 1998) (although case
was resolved by guilty plea, court noted that defendant “submitted 89% of the total billings received by the
State of Kentucky for ’removal of a foreign body’,” and that defendant’s clinic “accounted for 64% of all
billings by Medicaid dental providers in the State of Kentucky for a complicated impaction procedure”);
United States v. Russo, 480 F.2d 1228, 1243 (6th Cir. 1973) (in light of other witness testimony, jury could
properly conclude from computerized statistics that defendants did not actually perform the extremely large
numbers of certain procedures for which they were paid that year); United States v. Alexander, 748 F.2d
185, 188 (4th Cir. 1984) (as amended on denial of rehearing) (no abuse of discretion in admitting Blue
Cross Blue Shield “peer-group” analysis showing that defendant was the highest biller of several different
tests among gynecologists in the region), cert, denied, 472 U.S. 1027 (1985).

L. 16See United States v. Skodnek, 933 F. Supp. 1108, 11 16-17 (D. Mass. 1996) (In rejecting government’s
extrapolated damages at sentencing, the court found that extrapolation was not

LI. data used in the sampling depends on the nature of the alleged fraud. Assume that—as is
most often the case—the items to be sampled are patient files. Once the sample size is
determined  (such that  the extrapolated  loss  figure will  have an acceptable  margin  of
error), that number of patient files should be selected randomly. The random selection of
patient  files  also  should  be  generated  using  statistically  valid  methodology,  usually
through a computer program. The randomly selected patient files must then be reviewed
by experts to determine the amount of fraud loss attributable to each particular patient
file. The total amount of fraud attributable to the sample is then extrapolated to the whole
universe of patient files.

LII.



LIII. At trial,  the statistician  and the experts  who reviewed the sample  patient  files
would present the evidence of total loss based on a statistical sample. Cross- examination of the
witnesses  by the defense would  likely include  questioning about  the  statistical  methodology
underlying both the sample size and the confidence level attaching to the extrapolation. Possible
variations  in  the  provider’s  services  over  time  could  affect  the  legitimacy  of  the  sampling
method.17

LIV.

LV. To date, no reported cases have commented on the use of statistical sampling in a
criminal  health  care  fraud  trial.  When  contemplating  the  use  of  statistical  sampling,  it  is
important to consider circumstances unique to a given case that might render statistical sampling
unavailable as a means of determining loss. For example, if the patient files have been “cleaned
up” or otherwise altered by the wrongdoer in an attempt to avoid detection of the fraud, expert
review of the files will not yield an accurate measure of the fraud. Similarly, if the fraud is of a
kind that would not be reflected in a patient file or other document available for inspection,
expert review would prove fruitless. In other cases, although patient records might exist, it might
be impossible for the expert to determine whether medically necessary services were rendered
and billed without actually examining the patient. Even with a sample significantly smaller than
the total universe, such an undertaking can be tedious, and may ultimately lead to nothing more
than a “battle of experts” between prosecution and defense witnesses.

LVI.

LVII. The  following  discussion  addresses  factors  to  take  into  consideration  when
assessing the utility of a statistical sampling.

LVIII.

LIX. 1. Access to the Universe of Data. If alleged fraud occurred over a 5-year period,
the government  will  be hard-pressed to prove the scope of the fraud by means of statistical
sampling  if  it  has  obtained  patient  records  for  only  the  last  two  years.  This  concern  for
completeness must be qualitative as well as quantitative. If the prosecution wishes to prove that a
provider committed fraud against several insurance companies, for example, a statistical sample
may not be valid if the government obtained patient files for only Medicare patients. Depending
on the type of provider and the nature of the allegation,  the demographic differences among
Medicare, TRICARE, and Medicaid patients could mean more or less impact from the fraud.

LX. ________________________

LXI. conducted according to usual statistical formalities and held: “What is ‘reasonable’ for statisticians
in  the  business  of  extrapolation  should  be  presumptively  reasonable  for  this  Court  in  evaluating  the
government’s proposed extrapolation under the preponderance standard. To the extent that the government
departs  from that  standard,  it  should bear  the  burden  of  justifying  that  departure  and  establishing  the
reliability of the means it has selected.”).

LXII. 17see id. at 118 n.25 (“There is no statistical basis for any conclusion that the rate of false billing
is constant over a longer time period.”).

LXIII.



LXIV.

2. Applicability of Data. Will the data reflect the occurrence of fraud? Some types of fraud
can be discerned purely from the files in the case: For example, if billing data reflect charges
billed on certain dates of service, but the patient files reflect no services rendered on that day,
fraud is indicated. On the other hand, if the alleged fraud involves the medical necessity of a
particular surgical procedure, the patient files may or may not reveal the existence of fraud. The
cases in which statistical sampling proves most effective are those in which other evidence in the
case provides a guide to detecting fraud within a patient file. For example, if witness testimony
establishes that a particular type of patient complaint in a patient file was always fictional, it
would be a reasonable investigative strategy to review a random sampling of patient files to see
how many contained that fictional patient complaint.

LXV. In some cases,  records  may be incomplete  or  might  have been altered  by the
target of the investigation. In such cases, a statistical sample might unjustifiably favor the target.
The statistician should be consulted to determine whether it is possible to establish parameters
(such as counting incomplete records in the provider’s favor) that still allow for a valid statistical
result.

3. Size of the Universe of Data. Before embarking on statistical  sampling,  it  is  worth a
moment’s pause to consider whether the result will be worth the effort. No matter how renowned
the statistician or how cautious the review of the sample, any conclusion based on a random
sample can probably be made to look vulnerable under a good cross-examination.

LXVI. Before embarking on a statistical  sample for purposes of proving the scope of
fraud  at  trial,  a  prosecutor  should  consider  any  available  alternatives  for  proving  that  the
defendant engaged in a significant amount of fraud. For example, is it possible to conduct a 100
percent review of claims submitted for a smaller subset of services for which fraud clearly can be
established?  Can  audit  data  be  analyzed  to  determine  certain  patients  on  whose  behalf  the
provider  billed  unjustifiably large  dollar  amounts,  and the  fraud proved as  to  those patients
alone? These techniques will eliminate the uncertainties and variances associated with statistical
sampling during the jury trial, although the results of statistical sampling could still be used for
sentencing purposes should a conviction be obtained.

LXVII. c. Summary Charts

LXVIII. In health care fraud trials, the prosecution invariably is faced with how to present
aggregate  information  to  the  jury.  The data  may represent  aggregate  claims  to  an insurance
company for a particular code, or payments made by the insurer for that code. The data also may
represent numbers of patient visits or procedures, lengths of office visits, or any number of other
types of information gleaned from patient files.

LXIX. To enter such information into evidence at trial, a foundation must first be laid to
establish the relevance, reliability, and authenticity of the underlying information.18 Typically, a
custodian  of  records  from,  for  example,  the  insurance  company  (for  claims  and  payment
information) or the provider’s business (for

LXX.

LXXI. _______________
LXXII. 18See, e.g., United States v. Ntshona, 156 F.3d 318, 320 (2d Cir. 1998) (upholding introduction at

trial of 300 certificates of medical necessity without testimony of the patients, because jury could properly infer
under the circumstances that the documents were fraudulent).



LXXIII. information from patient records) would testify as to both the authenticity of the
records  and  their  qualification  as  business  records  falling  under  an  exception  to  the
hearsay rule (Federal Rule of Evidence 803).

LXXIV. After the appropriate foundation has been laid for admission of the evidence, the
prosecution may offer the data in summary form pursuant to Federal Rule of Evidence 1006,
which provides:

LXXV. The contents of voluminous writings, recordings, or photographs which cannot
conveniently be examined in court may be presented in the form of a chart, summary, or
calculation.  The  originals,  or  duplicates,  shall  be  made  available  for  examination  or
copying, or both, by other parties at reasonable time and place. The court may order that
they be produced in court.

LXXVI. Significantly,  although the court  may require the production of the underlying
data in court, Rule 1006 provides that the summary evidence can be admitted in lieu of
the original data so long as the original evidence itself would have been admissible.19 To
ensure  that  the  summary  presentation  does  not  misrepresent  the  facts,  the  rule  also
provides that all parties have reasonable opportunity to inspect or copy the underlying
data.

LXXVII. The litigative advantage of being able to present evidence in summary form, of
course, is that it both makes jury presentation less cumbersome and allows a patty to highlight
the most relevant and persuasive parts of its case. Thus, if the prosecution or defense wishes to
put before the jury the surgical times culled from 400 patient charts, for example, it can do so by
means of a chart summarizing the information instead of having to place all 400 patient charts in
evidence.20

LXXVIII. All the information contained on a summary chart or exhibit must already have
been admitted, or deemed admissible, at trial. The summary witness is merely a person who can
explain the contents of the summary chart; therefore, the summary witness can be any person
who can testify knowledgeably about the source of the information contained on the summary
chart and the organization of the data in the summary chart. If the summary witness’s testimony
relies in pan on information gleaned from the testimony of preceding witnesses in the trial, then
the summary witness must be able to testify that he or she sat in court and heard the testimony or
reviewed the testimony after the fact. -' In some cases the prosecution will use the investigative
case agent as a summary witness;22

LXXIX.

LXXX.

LXXXI. ____________________________________

LXXXII. 19 United States v. Catabran, 836 F.2d 453 (9th Cir. 1988).

LXXXIII. 20See,  e.g., United  States  v.  Campbell,  845  F.2d  1374,  1381  (6th  Cir.)  (in  prosecution  of
ophthalmologist, decision to admit chart summarizing information in 36 patient tiles in evidence was proper exercise
of trial judge’s discretion, because without the chart “the jury would have been forced to review hundreds of pages



of technical information which may not have been readily understandable to the lay reader”),  cert, denied, 488
U.S. 908 (1988).

LXXXIV. 21 If Federal Rule of Evidence 615—providing for the exclusion from the courtroom of witnesses
who have yet to testify—has been invoked by either party, the party wishing to introduce summary evidence must
seek court approval for the summary witness to hear or read the testimony of other trial witnesses.

LXXXV. 22See, e.g. United States V. Mills. 138 F.3d 928. 939 (witness who introduced summary charts
depicting government’s calculation of total loss to Medicare and analysis of financial records need not have had
personal knowledge of evidence),  modified on red’s, 152 F.3d 1324 (11th Cir ), cert, denied. 525 U.S. 1003
(1998); United States v. Weinstock. 153 F.3d 272. 275 (6th Cir. 1998) (Federal Bureau of Investigation (FBI) case
agent testified us summary witness

LXXXVI. or,  where  the  summary  evidence  involves  tracing  payments  through  bank
accounts, an auditor may testify as the summary witness.23

LXXXVII. III. COMMON DEFENSES AND REBUTTALS

LXXXVIII. As in most criminal cases, defenses in health care fraud cases run the gamut from
the technical to the factual to the emotional; more often than not, a combination of these defenses
will surface at trial. This section presents some of the more common defense themes, and the
prosecution techniques allowed by courts to rebut those defenses.

LXXXIX.

XC. Almost all defenses in fraudulent health care billing cases are variations on two
primary defenses. The first is lack of knowledge or intent. Included in this category of defense
are claims that the insurer knew about the defendant’s billing practices but failed to inform the
defendant  that  they  were  erroneous;  that  the  billing  regulations  were  loo  confusing  for  any
rational  human  being to  decipher;  that  the  defendant  was  unaware  of  the  fraudulent  billing
practice;  and  that  the  billing  regulations  were  improperly  enacted  and  therefore  technically
infirm.

XCI.

XCII. The second category of defenses is the “happy patient” or “satisfied customer”
defense.  This  group includes defenses that  many of the provider’s patients  or customers  not
referenced in the indictment were satisfied with their treatment or service; and that many of the
services alleged by the prosecution to have been routinely billed but medically unnecessary were,
in fact, medically necessary.

XCIII. A. Lack of Knowledge or Intent Defense

XCIV. A health care fraud defendant’s claim of lack of knowledge usually takes one of
two forms: (1) that the provider was unaware that his or her billing department was engaging in
certain practices, or (2) that the insurer’s billing regulations and rules were unclear and did not
provide adequate notice that the provider was not billing correctly. Both of these defenses have
met with some success where the facts support the argument.



XCV. 7. The Provider Was Unaware

XCVI. Most criminal convictions in health care fraud cases cannot be based on strict
liability.  First,  the  defendant  must  have  known that  the  claim submitted  to  the  insurer  was
fraudulent. This point was made clear in United States v. Laughlin,2A in which the Tenth Circuit
reversed several counts of conviction for Medicare fraud under 42 U.S.C. §1320a-7b(a). The
court held that the to introduce charts outlining all billings by the defendant podiatrist regarding
the arthrocentesis procedure).

XCVII. ___________________________________

XCVIII. 23See,  e.g., United  States  v.  Rutgard,  116  F.3d  1270,  1290  (9th  Cir.  1997)  (government
accounting expert traced Medicare payments through defendant’s medical practice into his family trust account).

XCIX. 2426 F.3d 1523 (10th Cir.), cert, denied, 513 U.S. 965 (1994).

C.

CI. convictions  could not stand because the jury instructions  did not  make clear  that  the
defendant had to have known that the claims were fraudulent at the time he submitted
them.25

CII.

CIII. Second, the defendant must have played a role in the knowing submission of the
false or fraudulent claim. In United States v. Brown,26 the Eighth Circuit reversed several counts
of conviction against a pharmacist and pharmacy for submitting false claims to Medicaid. The
court found no evidence presented at trial from which a jury could reasonably have found that
the pharmacist  supervised or oversaw the dispensing of all drugs such that he could be held
responsible for the acts of other pharmacy personnel.27 For the same reasons, the court reversed
the same counts as to the corporation.28

CIV. 2. Rules and Regulations Are Ambiguous, Complex, or Confusing

CV. A lack  of  knowledge  or  intent  defense  based  on  ambiguous,  complex,  or
confusing billing regulations is both popular and, in certain circumstances, a plausible defense.
Typically,  the  defendant  relies  on  some  wording  contained  in  one  of  the  myriad  statutes,
regulations, carrier manuals, CPT books, or provider newsletters, that lends some justification to
the provider’s billing practice at issue. For the defense to prevail, the defendant’s interpretation
of the rule cannot be inconsistent with a more specific rule set forth in any publication of which
the provider can be shown to have actual knowledge.

CVI.

CVII. United  States  v.  Sidcliqi29 provides  an  example  of  how a  prosecution  can  be
undermined by ambiguous or imprecise insurance rules. In  Siddiqi, the defendant was indicted
on 77 counts for engaging in three fraudulent schemes. The jury acquitted the defendant of two
schemes,  but  convicted  him  on  five  counts  relating  to  the  third  scheme,  which  involved
fraudulent claims submitted to Medicare for chemotherapy treatments.30 On appeal, the Second
Circuit examined the relevant billing rules and reversed, calling the convictions a “miscarriage of



justice.”31 Noting that the government had shifted theories of prosecution several times, the court
found that the final theory on which the government relied was that the defendant, an oncologist,
had billed Medicare for administering chemotherapy treatments when in actuality the treatments
were self-administered by the patients, with a “covering” physician available if necessary. The
court held that the oncologist could not be guilty beyond a reasonable doubt for billing the CPT
code 96500 “professional service” component of chemotherapy, because the record was not clear
that an arrangement in which the primary physician bills Medicare for an available covering
physician constituted fraud.32

CVIII.

CIX.

CX. __________________
CXI. 25ld. at 1526-27.

CXII. 26763 F.2d 984 (8th Cir.), cert, denied, 474 U S. 905 (1985).

CXIII. 27Id. at 992. nld. at 994.

CXIV. 2898 F.3d 1427 (2d Cir. 1996).

CXV. 29The counts of convictions included violations of 18 U.S.C. §§1341, 641, and 287.

CXVI. 3098 F.3d at 1427. 

CXVII. 31Id. at 1439-40.

CXVIII. In some cases, it  is not a printed rule or regulation that defeats a prosecution;
rather, it can be a verbal or written exchange between the provider and the insurer that supports
the provider’s interpretation of a billing requirement. In  United States v. Levin:'' for example,
evidence  of  prior  discourse  between  the  defendant  supplier  and  the  Health  Care  Financing
Administration (HCFA), now the Centers for Medicare and Medicaid Services (CMS),34 led to a
dismissal of the counts in the indictment alleging illegal kickbacks.35 The defendant had engaged
in  a  merchandising  campaign  whereby  free  surgical  supplies  were  provided  to  entities  that
purchased intraocular lenses (IOLs) from the defendant. The Sixth Circuit affirmed the dismissal
of the kickback counts with prejudice in light of evidence that CMS had affirmatively approved
the  sales  program so long as  CMS was  not  charged  more  for  the  IOLs than the  usual  and
customary reimbursement rate.36

CXIX.

CXX. Where the facts of the case suggest a plan or scheme by the defendant to bill
insurance for more than the defendant deserves, however, juries and courts have rejected the



lack-of-knowledge defense. In United States v. Weiss,31 the defendant was a New York durable
medical equipment company that falsely represented to Medicare that it was selling equipment
from a facility in New Jersey in order to bill the higher-paying New Jersey carrier. The relevant
Medicare carrier’s manual instructed that a claim should be sent to the carrier “where the service
is  furnished  to  the  beneficiary.  .  ..  (This  means  the  site  where  the  company  met  with  the
beneficiary or received the beneficiary’s call.)” In light of evidence presented at trial that the
defendant was familiar with the manual, discussed it with employees and carriers, and received
correspondence  from  the  carriers  relating  to  the  point-of-sale  issue,  the  court  rejected  the
defendant’s  argument  that  his  conviction  should be overturned because  the regulations  were
unclear and confusing.38

CXXI.

CXXII. Nor have defendants succeeded in their  attempts  to argue that because certain
conduct is not explicitly prohibited by valid regulation, no fraud can be deemed to occur. In
United States v, Rutgard39 the Ninth Circuit rejected the defendant’s argument that he could not
be found to have committed  fraud with respect  to  a  surgery claim submitted  to  Blue Cross
because the government

CXXIII.

CXXIV.

CXXV.

CXXVI.

CXXVII. ____________________________

CXXVIII. 33973 F.2d 463 (6th Cir. 1992).

CXXIX. 34As of July I, 2001, the former Health Care Financing Administration (HCFA) was renamed the
Centers for Medicare and Medicaid Services (CMS). For the purposes of this chapter, references typically will be to
CMS.

CXXX. 3542 U.S.C. §1395nn.

CXXXI. 36973 F.2d at 470. See also United States v. Larm, 824 F.2d 780, 785 (9th Cir. 1987) (Wiggins,
C.J.,  dissenting)  (arguing  that  description  of  CPT code  90040 for  nurse-administered  allergy  shots  does  not
specifically require physician’s presence, and “[a]bsent an authoritative agency interpretation—preferably published
—clarifying the agency’s ambiguous billing codes, it is improper to prosecute a doctor for pressing a reasonable



code interpretation”), cert, denied, 484 U.S. 1078 (1988).

CXXXII.37930 F.2d 185 (2d Cir.), cert, denied, 502 U.S. 842 (1991).

CXXXIII. 38rf. at 192.  See also United States v. Hooshmand, 931 F.2d 725, 731-32 (1 llh Cir.
1991) (regulation defining “consultation” was not so vague that prosecution of neurologist for falsely submitting
such a claim violated due process); United States v. Gold, 743 F.2d 800, 815-16 (11th Cir. 1984),  cert, denied,
469 U.S. 1217 (1985).

CXXXIV. 39116 F.3d 1270 (9th Cir. 1997).

CXXXV. had not introduced evidence regarding Blue Cross billing requirements. The court
held  that  the  claim  was  fraudulent  because  the  entire  surgery  was  medically
unnecessary.40

CXXXVI.

CXXXVII. Courts also have rejected defenses based on claims that a carrier manual cannot
form the basis for criminal prosecution because it was published in violation of the Paperwork
Reduction Act or a state Administrative Procedure Act.41

CXXXVIII. 3. Risks Associated with Asserting Lack of Knowledge or Intent Defense

CXXXIX. Presenting a lack of knowledge or intent defense can entail some risks. One risk is
that the trial judge will allow the prosecution to introduce additional damaging evidence to rebut
the defendant’s claim of ignorance. In United States v. Erickson,42 for example, the Ninth Circuit
held that the trial court was within its discretion in allowing evidence of total amounts received
from Medicare, including amounts not attributable to fraud, to rebut “appellants’ defenses of
mistake and lack of knowledge and intent to commit Medicare fraud.”43

CXL.

CXLI. A second risk of asserting a lack of knowledge or intent defense is that such a
defense  will  set  the  groundwork  for  a  prosecution  request  for  a  “conscious  avoidance”
instruction to the jury.44

CXLII. B. The “Happy Patient” Defense

CXLIII. Defense counsel often will seek to admit evidence of patients or customers who
are happy with the treatment or service that they received from the defendant. Such evidence has
the obvious benefits of: (1) demonstrating to the jury that the fraud is not as pervasive as alleged
by the prosecution;  (2) suggesting that the prosecution is attempting to turn a few egregious
cases into a widespread scheme to defraud; and (3) providing a boost to the defense by eliciting
sympathetic testimony or praise from satisfied patients.

CXLIV.

CXLV. The issue raised by a “happy patient” defense can be extremely challenging to a
trial judge, who must balance the demands of a fair trial with the need to

CXLVI.



CXLVII.

CXLVIII.
CXLIX. __________________________

CL. 40ld. at 1283. See also United States v. Goldstein, 695 F.2d 1228, 1233 (10th Cir. 1981) (Kansas
Medicaid laws and regulations were relevant to the mail fraud charges only insofar as they established guidelines
under which defendants should have known what material facts they had a duty to disclose to Medicaid),  cert,
denied, 462 U.S. 1132 (1983).

CLI.41See United States v. Weiss, 930 F.2d 185, 194 (2d Cir.), cert, denied, 502 U.S. 842 (1991), and United
States v. Weiss, 914 F.2d 1514, 1520-23 (2d Cir. 1990),  cert, denied, 501 U.S. 1250 (1991); United
States v. Larm, 824 F.2d 780, 783 (9th Cir. 1987) (rejecting defense claim that fraud prosecution should
fail  because  the  billing  code  book  was  never  adopted  as  a  rule  in  conformance  with  the  Hawaii
Administrative Procedure Act, and defendants therefore lacked fair notice that their conduct was illegal:
“The Larms were prosecuted under 42 U.S.C. § 1396h(a)( 1), not the billing codes. The statute gives fair
notice of the proscribed conduct. The codes only become relevant because they inform us on the question
of whether the statements were false.”).

CLII. 4275 F.3d 470 (9th Cir.), cert, denied, 517 U.S. 1222 (1996).
CLIII. 43ld. at 479.
CLIV. 44For further discussion of conscious avoidance, see infra Section IV.B.

CLV. keep the  duration  of  the  trial  to  a  manageable  length.  Where  the  prosecution
alleges a widespread scheme to defraud in the indictment but calls only a limited number
of patient witnesses at trial, a troubling issue is how much, or whether, the trial judge
should limit the number of “happy” patients the defense proposes to call.

CLVI. 7. Evidence That Alleged Fraud Did Not Occur
CLVII. Generally, courts have held that it is not error for a trial judge to preclude defense

evidence of satisfied patients  or customers  when the proffered purpose of the evidence is  to
prove that the alleged fraud did not exist at all. In United States v. Marrero,46 the defense sought
to introduce a government survey of his patients wherein 77 out of 99 patients said that their bills
accurately reflected the services that  they had received.  The Fifth Circuit  upheld the district
court’s preclusion of the evidence, noting that “(e) violence of noncriminal conduct |introduced]
to negate the inference of criminal conduct is generally irrelevant.”47 Similarly, in United States
v. Vest,48 the Seventh Circuit rejected a claim by the defendant that he should have been able to
present “happy patient” testimony, noting that the “fact that Vest had many patients who were
apparently satisfied with his care . . . hardly precludes the possibility that he defrauded other
patients.”49

CLVIII. 2. Evidence to Determine Scope of Fraud
CLIX. The issue regarding the admission of “happy patient” testimony becomes more

difficult when the evidence is proffered for the purpose of proving—or disproving—the extent of
the fraud. Disproving the existence of a pervasive scheme to defraud might  be relevant to a
defendant’s argument that the widespread scheme alleged in the indictment did not exist, or that
the funds alleged to have been the subject of money laundering were not actually "proceeds” of a
crime.4'' Indeed, this issue was noted—but not resolved—in United States v. Rutgard,50 in which
the Ninth Circuit suggested in dicta that the district court may have erred by limiting to 18 the
number of patients the defense might present as witnesses to rebut the government’s theory that
Rutgard’s practice was “permeated with fraud.”51

CLX.



CLXI.

CLXII.

CLXIII.

CLXIV.

CLXV.

CLXVI. _____________________________________

CLXVII. 45904 F.2d 251 (5th Cir.), cert, denied, 498 U.S. 1000 (1990).

CLXVIII. 46Id. at 260. citing United States v. Grimm. 568 F.2d 1156, 1148 (5th Cir. 1078). The
court in Marrero also held that the government did not violate its duty to disclose exculpatory information under
Brady v. Maryland. 575 U.S. 85 (1963), by tailing to produce the survey in discovery, because the survey was
irrelevant  and the results  were  readily available without the government’s  help.  Id. But see United States  v.
Alexander,  748 F.2d 185. 191-94 (4th Cir. 1984)  (as amended on denial of relt’g) (insurance company’s
survey of patients could have been exculpatory for  Brady purposes, where only 15 of the 48 patients contacted
reported that they did not receive all the services for which defendant had submitted claims. Remanded for defense
to inspect survey.), cert, denied, 472 U.S. 1027 (1985).

CLXIX. 47116 F.3d 1179 (7th Cir. 1997), cert, denied, 522 U.S. 1119  (1998).

CLXX. 48ld. at 1188.

CLXXI. 49See 18 U.S.C. §1957; 18 U.S.C. §982(a)(6).

CLXXII. 50116 F.3d 1270 (9th Cir. 1997).

CLXXIII. 51Id. at 1280. Because the court  held that the government had not proven the money
laundering allegations under § 1957, it did not reach the issue of whether the district judge should

CLXXIV. 3. Evidence on the Medical Necessity of the Services



CLXXV. A related issue to (he "happy patient" defense is whether, given the circumstances
in  a  particular  case,  proof  that  in  a  few instances  the  defendant’s  services  were  medically
necessary defeats proof of an overall scheme to defraud. In United States v. Vest,52 the Seventh
Circuit  upheld  a  district  court  decision  not  to  allow  defense  counsel  to  cross-examine
government experts on the medical necessity of the services the defendant had rendered, using
patients’  medical  records  from visits  to  physicians  before  and  after  the  patients  visited  the
defendant. The court relied on its holding in United States v. Reicine53

CLXXVI. 11  Intent  to  defraud  does  not  turn  on  whether  some  of  the  clients
‘actually’ needed such treatment; it is enough that the defendant thought at the time that
they did not or that he made the decision ... without regard to whether there was a need
therefor. "One who acts with reckless indifference as to whether a representation is true or
false is chargeable as if he had knowledge of its falsity.”54

CLXXVII. The  Ninth  Circuit  in  Rutgard,55 however,  was  more  sympathetic  to  the
defendant’s argument,  holding that the burden fell on the government to prove that each and
every service provided by the defendant was not medically necessary,  where the government
alleged the entire practice was “permeated with fraud.” Interestingly, the court upheld most of
Rutgard’s  mail  fraud  convictions  based  on  an  indictment  alleging  a  widespread  scheme  to
defraud, while rejecting the government’s theory that the defendant’s business was “permeated
by fraud” for purposes of money laundering and sentencing.56 It is unclear whether the court
would have accepted proof of the extent of the fraud based on statistics and audit data, in lieu of
calling every patient in the physician’s practice and reviewing every service billed on behalf of
the patient.

CLXXVIII. IV. JURY INSTRUCTIONS

CLXXIX. Many jury instructions used in health care cases are not unique to health care
fraud  prosecutions.  Jury  instructions  regarding  the  elements  of  the  offense  are  discussed
elsewhere in this book.57 Two general jury instructions, however, arise frequently in health care
fraud  prosecutions  and  merit  some  discussion:  (1)  the  good-faith  instruction  and  (2)  the
conscious avoidance instruction. These two instructions are in many ways the mirror images of
each other.

CLXXX.

CLXXXI.

CLXXXII.
CLXXXIII. _________________________
CLXXXIV. have allowed more than 18 patient witnesses to testify for the defense where approximately the
same number testified for the government.

CLXXXV. 52] 16 F.3d 1179 (7th Cir. 1997), cert, denied, 522 U.S. 11 19 (1998).
CLXXXVI. 53497 F.2d 563 (7th Cir.), cert, denied, 419 U.S. 996 (1974).
CLXXXVII. 54Id. at 571, quoting Irwin v. United States, 338 F.2d 770, 774 (9th Cir. 1964), cert, denied,

381 U.S. 911 (1965).
CLXXXVIII. 55116 F.3d at 1290.



CLXXXIX. 56Id. at 1290-94.
CXC. 57See Chapter 10, The Charging Decision.

CXCI. A. The Good-Faith Instruction

CXCII. The good-faith defense is commonplace in health care fraud cases, its availability
almost assured by the web of statutes, regulations, and rules that comprise the nation’s health
care reimbursement system. Indeed, counsel for the defense often argues that the defendant was
in good faith attempting to comply with a set of confusing, misleading, and illogical billing rules.
The prosecutor, on the other hand, attempts to portray facts so egregious that no reasonable juror
could find that the defendant truly could believe that his or her actions conformed with the law.

CXCIII.

CXCIV. In these circumstances, it is common for defense counsel to request a “good faith”
instruction for the jury at the end of the trial. As one court has noted, “Good faith is a complete
defense  to  the  charges  in  the  indictment,  since  good  faith  on  the  part  of  the  defendant  is
inconsistent with intent to defraud, which is an essential part of the charges.”58 A standard good-
faith defense instruction reads as follows:

CXCV.____________________________The good faith of the defendant is a complete defense
to the charge
CXCVI._____________________________________________of [mail]  [wire] [bank] fraud contained
in Count __________________________________ of the indictment
CXCVII. because good faith on the part of the defendant is, simply, inconsistent with [the
intent to defraud] [the intent to obtain money or property by means of false or fraudulent
pretenses, representations, or promises] alleged in that charge.

CXCVIII. A person who acts,  or causes  another  person to  act,  on a  belief  or  an
opinion honestly  held  is  not  punishable  under  this  statute  merely  because  the  belief  or
opinion turns out to be inaccurate, incorrect, or wrong. An honest mistake in judgment or an
error in management does not rise to the level of intent to defraud.

CXCIX. A  defendant  does  not  act  in  “good  faith”  if,  even  though  [he]  [she]
honestly holds a certain opinion or belief, that defendant also knowingly makes false or
fraudulent pretenses, representations, or promises to others.

CC. The [mail] [wire] [bank] fraud statute is written to subject to criminal punishment
only those people who [knowingly defraud or attempt to defraud] [knowingly obtain money
or  property  or  attempt  to  obtain  money  or  property  by  means  of  false  or  fraudulent
pretenses, representations, or promises].

CCI. While the  term “good faith” has  no precise  definition,  it  means,  among other
things, a belief or opinion honestly held, an absence of malice or ill will, and an intention to
avoid taking unfair advantage of another.

CCII. In determining whether or not the government has proven that the defendant acted
with  an  intent  to  [defraud]  [obtain  money  or  property  by means  of  false  or  fraudulent
pretense, representations, or promises] or whether the defendant acted in good faith, the jury
must consider all of the evidence in the case bearing on the defendant’s state of mind.

CCIII. The burden of proving good faith does not rest with the defendant because the
defendant does not have any obligation to prove anything in this case. It is the government’s
burden to prove to you, beyond a reasonable doubt, that the defendant acted with the [intent
to defraud] [intent to obtain money or property by means of false or fraudulent pretenses,



representations, or promises].
CCIV. If the evidence in the case leaves the jury with a reasonable doubt as to whether

the defendant acted with an intent to [defraud] [obtain money or property 
CCV.

CCVI.
CCVII. __________________________________

CCVIII. 58 United States v. Richards, 204 F.3d 177, 204 (5th Cir. 2000).
CCIX. by means of false or fraudulent pretense, representations, or promises] or in good
CCX. faith, the jury must acquit the defendant.59

CCXI.

CCXII. Most circuits have concluded that sufficient instruction to the jury on the issues of
willfulness  and  intent  to  defraud  render  the  good-faith  instruction  unnecessary.60 The  Fifth
Circuit, however, has repeatedly held that even in light of complete instructions on willfulness
and intent, it is reversible error to fail to give an adequate good-faith instruction, provided that
“the evidence is sufficient such that a reasonable jury could believe” the defendant’s good-faith
defense.61 Thus, both parties to the litigation should carefully consider, in light of the defense
presented  and  the  law of  the  circuit,  whether  a  good-  faith  instruction  is  warranted  by  the
evidence.

CCXIII. B. The Conscious Avoidance Instruction

CCXIV. A  prosecutor  may  seek  a  jury  instruction  on  “conscious  avoidance”  if  the
evidence  presented  at  trial  suggests  that  the  defendant,  while  asserting  lack  of  knowledge,
willfully  attempted  to  blind him-  or  herself  from fraudulent  billing  practices.  The conscious
avoidance  instruction,  also  referred  to  as  the  Jewell  instruction,62 the  “deliberate  ignorance”
instruction, or the “willful blindness” instruction, instructs the jury that the requisite element of
knowledge  can  be  satisfied  by  a  jury  finding  that  the  defendant  “closed  his  eyes  to  what
otherwise would have been obvious to him.”63

CCXV.

CCXVI. Two tests must be met before a conscious avoidance instruction can be read to the
jury. First, the defendant must assert a lack of knowledge.64 Second, the evidence must “suggest
a conscious course of deliberate ignorance.”65 Case law offers some guidance in health care fraud
cases  with  regard  to  facts  that  may  suggest  that  the  defendant  was  engaging  in  deliberate
ignorance. These include a failure to investigate suspicious practices,66 a failure or purported

CCXVII.

CCXVIII.

CCXIX.

CCXX. 59Devitt,  Blackmar  and O’Malley,  Federal Jury Practice and Instructions,  §40.16 (4th
Edition 1990).

CCXXI. 60See, e.g., United States v. Nivica, 887 F.2d 1110, 1124-25 (1st Cir. 1989), cert, denied, 494
U.S. 1005 (1990); United States v. McElroy, 910 F.2d 1016, 1026 (2d Cir. 1990); United States v. Richards, 204
F.3d 177 (5lh Cir.),  cert, denied sub nom. Braugh v. United States,  531 U.S. 826 (2000); United States v.
McGuire, 744 F.2d 1197, 1201-02 (6th Cir. 1984). cert, denied, 471 U.S. 1004 (1985); United States v. Alcantar,
832 F.2d 1175, 1179 (9th Cir. 1987); United States v. Gambler, 662 F.2d 834, 837 (D.C. Cir. 1981).



CCXXII. 61United States v. Haddock, 956 F.2d 1534, 1547 (10th Cir.), cert, denied, 506 U.S. 828 (1992),
citing United States v. Halting, 879 F.2d 765, 767 (10th Cir. 1989).

CCXXIII. 62United States v. Jewell, 532 F.2d 697 (9th Cir.), cert, denied, 426 U.S. 951 (1976).
CCXXIV. 63United States v. Kaplan, 832 F.2d 676, 682 (1st Cir. 1987), cert, denied, 485 U.S. 907 (1988).
CCXXV. 64ld.

CCXXVI. 65Id. ,  citing United States v. Picciandra, 788 F.2d 39 (1st Cir.).  cert, denied. 479 U.S. 847
(1986); United States v. Masse, 816 F.2d 805,812 (1st Cir. 1987) (conscious avoidance instruction warranted if
defendant blinded himself while “knowing that a crime was likely in progress which [he] was facilitating”); United
States v. Lennart,  948 F.2d 363, 369 (7th Cir. 1992) (“conscious avoidance” jury instruction was proper where
defendant  “basically  closed  his  eyes  to  whether  the  driver’s  routes  caused  any  change  in  the  out-of-county
mileage”).

CCXXVII. 66United States v. Erickson, 75 F.3d 470, 481 (9th Cir.) 
CCXXVIII. refusal to familiarize oneself with relevant billing rules,67 and facts demonstrating

fraud so pervasive that true lack of knowledge would be unlikely.611

CCXXIX.

CCXXX. Every appellate court to have considered a challenge to the conscious avoidance
instruction  has  found  that  the  charge  was  properly  given  in  light  of  the  facts  of  the  case.
Nonetheless, caution should be exercised with regard to the appropriate cases in which to seek
the charge.6'7 The language of the instruction also requires careful attention. In United States v.
Khan,10 the Second Circuit held that “a ‘conscious avoidance’ charge should indicate to the jury
that ‘knowledge of the existence of a particular fact is established (1) if a person is aware of a
high probability of its existence, (2) unless he actually believes that it does not exist.’” 7'  The
court  also  noted  that  it  had  previously  cautioned  prosecutors  to  “request  that  the  ‘high
probability’  and  ‘actual  belief’  language  be  incorporated  into  every  conscious  avoidance
charge.”72

CCXXXI. V. TRIAL STRATEGY

CCXXXII. Perhaps the single most important matter for the trial attorney—prosecutor or defense—is
selecting a single, clear theory for the case and sticking to that theory throughout the trial.73

CCXXXIII. A. Prosecution Theory

CCXXXIV. The government’s theory of the case must be consistent with the facts, and it must be
clear and simple. The “background” for the criminal conduct may involve difficult-to-understand medical
procedures, the conduct may have practices may have been illegal and deliberately failed to investigate
proper billing practices.”), cert, denied, 517 U.S. 1222 (1996).

CCXXXV.
CCXXXVI.
CCXXXVII.
CCXXXVIII.
CCXXXIX.
CCXL.
CCXLI.
CCXLII.

CCXLIII.
CCXLIV.
CCXLV. _________________________

CCXLVI. 67United States v. Nazon, 940 F.2d 255,260 (7th Cir. 1991) (surgeon’s “deliberate avoidance of
familiarizing himself with the rules, conditions, and law controlling his claim submissions is strongly supported by
the evidence at trial”); United States v. Hooshmand, 931 F.2d 725, 734 (11th Cir. 1991) (“Given the availability of



the billing guides, as well as the Blue Cross seminars on billing. Dr. Hooshmand’s failure to discover that ‘other
appropriate source’ did not include self-referrals by patients warranted the district court’s instruction on conscious
avoidance.”).

CCXLVII. 68United States v. Kaplan, 832 F.2d 676, 682 (1st Cir. 1987) (facts supporting a willful blindness
instruction included “the pervasiveness of the fraud, in some cases involving the defendant’s family members”),
cert, denied, 485 U.S. 907 (1988).

CCXLVIII. 69See, e.g., United States  v.  Larm,824 F.2d780,785 (9th Cir.  1987) (Wiggins,  J.,  dissenting)
(“Absent an authoritative agency interpretation—preferably published—clarifying the agency’s ambiguous billing
codes, it is improper to prosecute a doctor for pressing a reasonable code interpretation.”), cert, denied, 484 U.S.
1078 (1988).

CCXLIX. 7053 F.3d 507 (2d Cir. 1995), cert, denied. 516 U.S. 1042 (1996).
CCL. 71ld. at 516-17, quoting United States v. Feroz, 848 F.2d 359, 360 (2d Cir. 1988) (per curiam).
CCLI. 72Uniled States v. Feroz, 848 F.2d at 361. The court upheld the district court’s instruction although

it did not include the actual belief language, noting that it did include the “high probability” language and explained
that “the necessary knowledge cannot be established by a showing that  a defendant  was careless,  negligent,  or
foolish.”

CCLII. 73See, e.g. United States v. Siddiqi, 98 F.3d 1427 (2d Cir. 1996).
CCLIII. occurred in a complex regulatory environment, and the text of the billing rules

governing the billing  may run in  the dozens of pages  and consist  of,  at  best,  poorly
worded  guidance.  Typically,  where  individuals  engage  in  billing  fraud  in  such  an
environment,  their  course  of  improper  conduct  is  fairly  simple  and  straightforward:
billing for the visit not performed or the test not provided, or adding a test to a panel
routinely performed. In the complex and intricate background with the difficult-to-fathom
regulations, their billing behavior consistently “errs” only to favor them. The prosecution
theory must  demonstrate  simply and clearly to  the jury how the defendant’s  conduct
picked a clear, careful, and fraudulent path through the complex regulatory and billing
scheme, perhaps even deliberately taking advantage of that confusion in an earnest effort
to cheat. Complex, intricate theories of conduct, although at some level appealing, can
lead to juror confusion—especially in health care fraud cases.

CCLIV.

CCLV. Prosecutors  also  must  anticipate  and  disprove,  in  some  respects,  the  defense
theory  as  a  part  of  the  government’s  case-in-chief.  This  should,  however,  be  a  part  of  the
government’s theory and not conducted as a distraction or sideshow. Often, the defense theory is
the other bookend to that of the prosecution. If the defense theory is that CLIENT bumbled but
did not cheat, or that CLIENT tried in good faith and cried, then the prosecutor should, as a part
of the government’s case, proffer evidence of deliberate willfulness on the part of the defendant.
If the defense theory is that the rules are so confusing that no one could understand them, much
less the honest defendant seated in the courtroom, then the prosecutor should, consistent with the
facts, proffer evidence that the defendant, during the fraudulent behavior, did not demonstrate
any uncertainly in his or her actions (or that he or she sought no guidance from the regulators).

CCLVI.

CCLVII. The prosecutor should strive, however, for the trial to focus on the defendant’s
conduct, and not the billing rules, the regulatory structure, or the conduct of the Medicare carrier
or  intermediary  in  issuing instructions.  To the  extent  that  the  trial  concerns  the  defendant’s
conduct, then the jury in its deliberations will focus upon the defendant’s conduct. Although the
other matters—confusing rules, complex regulations, difficult technical procedures—will have
been a part of the case, if the prosecutor has been successful, they will not have been the central
focus of the trial and, accordingly, will not be the central focus of the jury in its deliberations.



The prosecutor wants the jurors to focus on and ask themselves what the defendant did and what
that conduct reflects about his or her intent: to cheat, to gouge, to double bill, to hide facts, to
mislead the agency, to use his or her patients, and to take unfair advantage.

CCLVIII.

CCLIX. Trial presentation must follow the theory and Mow logically. Complex facts and
the theories that explain them, like opening statements, are often best presented chronologically
and by subject matter: It is best, and easiest, to tell the story as it happened, punctuated by asides
to  key  evidence  that  explain  otherwise  ambiguous  conduct.  Trials,  however,  are  presented
through  witnesses,  it  is  rare  that  any  witness  can  present  the  case  in  its  entirety,  in  a
chronological and subject-matter organized fashion. This is especially true in health care fraud
trials, where there often must be a witness to explain a medical procedure (or two), a company
organization, a billing procedure (or several), and the defendant’s conduct. Prosecutors should
strive to keep the jurors’ eyes  on the defendant’s conduct through the maze,  without getting
ahead of the jurors’ understanding of the maze itself.

CCLX.

CCLXI.

CCLXII. There is a point in every health care fraud trial when the evidence regarding a
defendant’s intent to cheat becomes clear or manifest: At that point in the trial, the jurors should
have sufficient understanding of the health care background to appreciate fully the significance
of that evidence. Some cases are simple: A psychiatrist sees a patient once a week and bills for
three visits a week. Jurors need little understanding of billing systems or health care services to
understand and appreciate the import of such cheating.  Other cases are much more complex:
Performance of and billing for unnecessary cataract surgery requires an understanding of the
mechanism for billing for cataract surgeries and what renders a surgery obviously unnecessary.
For  a  prosecutor,  a  health  care  fraud  trial  is  always  a  struggle  to  find  a  balance  between
adequately explaining the often complex background without burying the jury in the details, and
thus fostering a defense that no one could possibly have understood that his or her conduct was
criminal.

CCLXIII.

CCLXIV. To ensure a concise, effective defense, the prosecutor should thoroughly consider
the case’s theory and develop atrial plan. The prosecutor’s trial strategy checklist should include
consideration of the following issues regarding theory:

1. Is the theory consistent with all of the facts? Does it best fit the conduct of the defendant
and all reasonable inferences?

2. Can the theory be explained simply and quickly, once the factual setting is understood?
Has the theory been explained to someone who knew nothing about the case and who
readily understood the explanation?

3. Does the theory anticipate, but not focus exclusively upon, the probable or best defense?
4. Will  the  theory  remain  consistent  through  cross-examination  and  the  presentation  of

defense  evidence?  Does  the  theory  depend  heavily  on  some  elements?  Is  there
redundancy of proof on those factual matters?

CCLXV. The trial plan should consider the following issues:

1. Order of testimony: At the point that the defendant’s crime became manifest, is the scene
well established? Does the presentation as planned with the witness order as selected



proceed logically and simply?
2. Are  all  essential  elements  of  the  billing  system  explained?  Can  that  be  done  with

witnesses who worked for or with the defendant, rather than witnesses who worked for a
Medicare carrier?

3. Are all essential elements of any relevant regulatory requirements explained? Can that be
done with witnesses who worked for or with the defendant, or who were a part of his or
her criminal conduct, even if hostile? (Typically, testimony from a person allied with the
defendant that he or she understood the regulatory requirements is more persuasive and
less subject to effective challenge than testimony from a regulator.)

4. Are  all  essential  elements  of  any  medical  procedure  explained?  (This  is  often  best
accomplished  through  witnesses  without  a  stake  in  the  proceeding:  The  testimony
regarding any medicine  should,  at  the  end of  the  day when the  jury commences  its
deliberations, not be subject to any ambiguity or factual challenge at all.)

5. Does the plan anticipate the probable defense theory and deal with it as a part of proof of
the government’s theory of the case? What will the defendant be seeking to establish at
each critical stage: regarding the medicine, the billing, the regulations, and the conduct?
Will the defendant concede the conduct, but challenge the billing (e.g., “someone else
was in charge of my billings and didn’t follow my instructions, or the computer software
was designed that way, and I thought the billings were accurate”) or the regulations (e.g.,
“how could  I  understand  that  rule,”  or  “sure  I  understood  the  rule,  but  there  is  an
accepted interpretation that permitted precisely what I did”)?

CCLXVI. 6. Once the defense theory becomes  manifest,  are  there other  facts,  some not
necessarily planned to be a part of the government’s case-in-chief, that can demonstrate
that the defense theory, while superficially appealing, does not fit the facts of the case?
Can the presentation of some additional evidence force the defense theory to become a
moving target? (Nothing discredits a theory more effectively, and potentially undercuts
an entire defense, than evidence that causes the defendant’s version of what happened to
change and shift with the evidence.)

CCLXVII.

CCLXVIII. B. Defense Theory

CCLXIX. If the prosecution has appropriately investigated and charged the health care fraud
case, then the defense counsel’s job in defending the trial and in choosing an effective theory of
the case is much more difficult and prone to error. As with the prosecution, the theory should be
consistent, and consistently presented through cross-examination of the government’s witnesses
at every step of the proceeding. The theory should anticipate the thrust of the government’s case,
but should also seek to focus the jury at every moment in the trial on the basis for the defendant’s
claim of innocence. That basis may rest in some factual, regulatory, or billing ambiguity, or in
some characteristic of the defendant: he or she was stupid perhaps, but not criminal; he or she
was misguided perhaps, but did not intend to cheat; he or she did do the act, but was only doing
what higher-ups—people that he or she trusted and believed—told him or her to do, and the only
benefit he or she received was continued employment.

CCLXX.

CCLXXI. CLIENT will not be required to present evidence, and frequently do not. Some
defenses achieve success simply by poking gaping and irreparable holes in the prosecution’s
evidence.  Such  cases  are  rare,  however,  in  the  complex  arena  of  the  health  care  fraud
prosecution. Typically, no government presentation relies almost exclusively on a single witness



or document. In a bank robbery trial, for example, a defendant may hope to discredit the core
eyewitnesses without ever demonstrating a theory of the defendant’s conduct. Such successful
defenses,  however,  are  relatively  rare  in  the  health  care  arena.  Some  bad  conduct  of  the
defendant is going to be demonstrated to the jury in the government’s case-in-chief; that conduct
must be dealt with by the defense theory of the case. Although defendants do not have to put on a
case (and unlike the prosecutor, a defense counsel typically does not have to plan and organize
an overall jury presentation), the defense theory,  if it has any chance of succeeding, must be
consistently and readily explained throughout the trial.

CCLXXII.



CCLXXIII.
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