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I. INTRODUCTION 

Extreme criminal, civil and administrative penalties, including the "corporate death penalty," await health care providers that engage in illegal conduct, and with today's headline-grabbing prosecutions, few need convincing that health care compliance is important. An effective compliance program may not only operate proactively to prevent and detect improper conduct, but may also become persuasive at several decisional points for government law enforcement officials: the U.S. Attorney's decision on whether to prosecute a violation criminally or through a civil action; the U.S. Attorney's position on the level of civil penalties necessary to settle a civil False Claims Act case; the Inspector General's decision on whether to exclude a provider from government health care programs (and/or a regulator's determination on revoking an individual's medical or DEA license); and a court's decision on evidence of criminal intent, or its decision on the magnitude of civil penalties or criminal fines. Less tangibly, an effective program may enhance the provider's reputation in the community and instill in the organization an ethical culture, vigilant against regulatory violations. 

Legal responsibility for compliance falls directly on individual health care practitioners, whatever their practice setting. Because the government has focused its attention and resources on health care providers, physicians and other health care professionals must remain constantly attuned to compliance issues. One need only look to the ongoing government investigation of Columbia/HCA, the HHS/OIG Excluded Provider List2 or to the industry press, to understand the potential consequences of ignoring legal compliance. 

Against the backdrop of the enforcement climate typified by the Columbia/HCA investigation, this memorandum is designed to aid physicians in identifying the kinds of compliance and enforcement issues which may arise in the everyday practice of medicine. In providing this overview, we have summarized a few health care statutes3, and provided examples of recent local enforcement actions under those and other statutes. This paper should alert physicians to areas of potential exposure and sensitize them to the importance of legal compliance. 

  

II. RECENT FEDERAL COMPLIANCE DEVELOPMENTS 

In the past six months, HHS has issued two pronouncements which should significantly impact the health care industry: 1) the Office of Inspector General's "permissive exclusion guidelines" ("OIG Exclusion Criteria"), which set forth criteria OIG will utilize in deciding whether to exclude a provider from federal health programs, and 2) the OIG's Compliance Program Guidance for Hospitals ("OIG Guidance"), issued in February 1998. Together, these documents clarify OIG's expansive expectations with regard to health care providers' compliance efforts, and will likely be used by OIG Agents, federal prosecutors, and other health care enforcement officials in determining appropriate legal remedies for violations of federal health care laws. 

The OIG Guidance is a detailed discussion of OIG's views on hospital compliance programs, and contains OIG's recommendations on specific features of a compliance program. Notably, the OIG Guidance does not carry the force of law: it is neither a duly-enacted statute, nor a properly-promulgated federal regulation. Nevertheless, OIG clearly expects every hospital to implement a compliance program and to include in it the elements recommended in the OIG Guidance, or be prepared to attempt to explain why it has not. 

OIG representatives, federal prosecutors, and other federal and state enforcement officials have clearly expressed their views on the question of whether a health care provider should implement an effective compliance program: it is, for all practical purposes, mandatory. There is no convincing reason (in the opinion of health care enforcers) for failing to implement an effective compliance program, or for failing to abide by requirements set forth in such a program. 

While ostensibly applicable only to hospitals, the OIG Guidance directly impacts all hospital employees, agents and contractors, including all physicians employed or credentialed by a hospital. Indeed, in identifying risk areas and legal issues most likely to lead to legal exposure, the Inspector General focuses directly on physician issues, such as coding, reimbursement and improper referral relationships. As discussed below, the OIG Guidance demonstrates the agency's heightened scrutiny of specific reimbursement practices, and relationships between physicians, hospitals and other providers of care. 

OIG's Exclusion Criteria, published December 24, 1997 in the Federal Register, reinforce OIG's focus on health care compliance. These Criteria outline the "non-binding guidelines" OIG will use in deciding whether to exclude certain providers from federal health care programs. 

The Criteria identify four factors to be considered in deciding whether or not to bar a provider from government programs. One factor is the "Likelihood that the Offense or Some Similar Abuse will Occur Again." In answering this question, the Criteria explore several factors OIG considers relevant to evaluating whether the defendant/provider is likely to become a repeat offender: 

3. What prior measures had been taken to ensure compliance with the law? Can the defendant demonstrate that it had an effective compliance plan in place when the activities that constitute cause for exclusion occurred? 
  

1. Did the defendant make any efforts to contact the OIG, HCFA, or its contractors to determine whether its conduct complied with the law and applicable program requirements? Were any contacts documented? 

2. Did the defendant bring the activity in question to the attention of the appropriate Government officials prior to any Government action, e.g., was there any voluntary disclosure regarding the alleged wrongful conduct? 

3. Did the defendant have effective standards of conduct and internal control systems in place at the time of the wrongful activity, e.g., was there a corporate compliance program in place? If there was an existing corporate compliance plan: 
  

1. How long had the compliance plan been in effect? 

2. What problems had been identified as a result of the compliance plan? 

3. Were any overpayments or systemic changes made if problems were identified? 

4. Were appropriate staff sufficiently trained in applicable policies and procedures pertaining to Medicare and other Federal and State health care programs? 

5. Was there a corporate compliance officer and an effective corporate compliance committee in place (if appropriate to the size of the company)? 

6. Were regular audits undertaken at the time of the unlawful activity?[.] 
62 Fed. Reg. 67394 (Dec. 24, 1997). 

As the OIG Hospital Guidance and the OIG Criteria make clear, federal health care enforcers expect all providers to implement effective compliance programs, and to include in those programs specific policies, procedures and other mechanisms to prevent and detect illegal activity. Although neither pronouncement carries the force of law, providers ignore them at their peril. 

III. REIMBURSEMENT 
Of the various federal laws governing health care providers, none has been more aggressively prosecuted than the rules governing reimbursement. Although the laws may be complex, violations are common and relatively simple for the government to prove. 

Reimbursement rules under federally-funded health programs like Medicare, Medicaid and CHAMPUS are arcane and often unevenly interpreted by regulators. Understanding the types of practices that raise "red flags" with government agents and fiscal intermediaries is invaluable in avoiding prosecution, and in focusing one's compliance efforts. Improper reimbursement practices are often prosecuted under one of three statutes: the criminal False Claims Act, the criminal False Statements Act or the civil False Claims Act, among others. 

1. Federal Reimbursement Statutes 
  

1. Criminal False Claims4. A provider presenting a claim to the government knowing it to be false may be found guilty of violating the criminal False Claims Act. Violations of the criminal False Claims Act are punishable by fines of up to $10,000 or imprisonment for up to five years, or both. 
  
2. Criminal False Statements5. Under the criminal False Statements Act, any provider who knowingly conceals or falsifies material facts, makes false statements or submits documents to the government which contain false information may be prosecuted. If found guilty, a provider may be fined up to $10,000 or imprisoned for five years, or both. 
  
3. Civil False Claims.6 Under the civil False Claims Act, a provider may face civil prosecution for knowingly7 presenting reimbursement claims: (1) for services or items that the provider knows were not actually provided as claimed; (2) that are based on the use of an improper billing code which the provider knows will result in greater reimbursement than the proper code; (3) that the provider knows are false; (4) for services represented as being performed by a licensed professional when the services were actually performed by a nonlicensed person; (5) for items or services furnished by individuals who have been excluded from participation in federally-funded programs; or (6) for procedures which the provider knows were not medically necessary. Violation of the civil False Claims Act may result in fines of up to $10,000 for each false claim, 8 treble damages, and possible suspension from federally-funded health programs.9 
A civil false claims action may also be initiated by private citizens referred to under the statute as "qui tam relators," or more commonly, as "whistleblowers." Qui tam actions, authorized under the civil False Claims Act, may be initiated by any private citizen; disgruntled employees and ex-spouses top the list of whistleblowers. If successful, the whistleblower may receive a bounty between 15% to 25% of the recovery, as well as attorneys' fees. 10 The number of qui tam suits has increased exponentially: in 1986, only 33 claims were brought by whistleblowers; by 1997, the number had grown to 530.11 
· Improper Reimbursement Practices 
Several reimbursement practices may lead to prosecution under the above or other statutes for the submission of false claims or statements to the government. As physicians play a crucial role in coding, documentation and preparation of claims for reimbursement, and in certifying their accuracy, physicians will be (and are currently being) held legally accountable for improper claims for reimbursement. The practices set forth below may be charged as civil or criminal violations, depending primarily on the evidence of intent. Physicians must work proactively to avoid these practices, and to document their efforts to assure accuracy.

While many reimbursement practices may be prosecuted as false claims, the government has described, in the OIG Guidance, several "special areas of OIG concern" or "risk areas." OIG warns providers that it considers the following billing practices to be illegal, and instructs providers to take steps to avoid them:
  
· Billing for items or services not actually rendered: 

Billing for services not actually rendered involves submitting a claim that represents that the provider performed a service all or part of which was simply not performed. This form of billing fraud occurs in many health care entities, including hospitals and nursing homes, and represents a significant part of the OIG's investigative caseload. 

· Providing medically unnecessary services: 

A claim requesting payment for medically unnecessary services intentionally seeks reimbursement for a service that is not warranted by the patient's current and documented medical condition. See 42 U.S.C. 1395y(a)(1)(A) (no payment may be made under part A or part B for any expenses incurred for items or services which. . . are not reasonable and necessary for the diagnosis or treatment of illness or injury or to improve the functioning of the malformed body member). On every HCFA claim form, a physician must certify that the services were medically necessary for the health of the beneficiary. 

· Upcoding: 

Upcoding reflects the practice of using a billing code that provides a higher payment rate than the billing code that actually reflects the service furnished to the patient. Upcoding has been a major focus of the OIG's enforcement efforts. In fact, the Health Insurance Portability and Accountability Act of 1996 added another civil monetary penalty to the OIG's sanction authorities for upcoding violations. See 42 U.S.C. 1320a-7a(a)(1)(A). 

· DRG creep: 

Like upcoding, DRG creep is the practice of billing using a Diagnosis Related Group (DRG) code that provides a higher payment rate than the DRG code that accurately reflects the service furnished to the patient. 

· Outpatient services rendered in connection with
inpatient stays: 

Hospitals that submit claims for non-physician outpatient services that were already included in the hospital's inpatient payment under the Prospective Payment System (PPS) are in effect submitting duplicate claims. 

· Duplicate billing: 

Duplicate billing occurs when the hospital submits more than one claim for the same service or the bill is submitted to more than one primary payor at the same time. Although duplicate billing can occur due to simple error, systematic or repeated double billing may be viewed as a false claim, particularly if any overpayment is not promptly refunded. 

· False cost reports: 

As another example of health care fraud, the submission of false costs reports is usually limited to certain Part A providers, such as hospitals, skilled nursing facilities and home health agencies, which are reimbursed in part on the basis of their self-reported operating costs. An OIG audit report on the misuse of fringe benefits and general and administrative costs identified millions of dollars in unallowable costs that resulted from providers' lack of internal controls over costs included in their Medicare cost reports. In addition, the OIG is aware of practices in which hospitals inappropriately shift certain costs to cost centers that are below their reimbursement cap and shift non-Medicare related costs to Medicare cost centers. 

· Unbundling: 

Unbundling is the practice of submitting bills piecemeal or in fragmented fashion to maximize the reimbursement for various tests and procedures that are requested to be billed together and therefore at a reduced cost. 

· Billing for Discharge in Lieu of Transfer: 

Under the Medicare regulations, when a prospective payment system (PPS) hospital transfers a patient to another PPS hospital, only the hospital to which the patient was transferred may charge the full DRG; the transferring hospital should charge Medicare only a per diem amount. 

OIG Guidance, at 12-16.

Although not specifically referenced in the OIG Guidance, at least two other discrete reimbursement issues have been frequently prosecuted. These include: 

· Routine Waiver of Copayments/Deductibles: 

Another reimbursement practice under scrutiny is the routine waiver of copayments or deductibles under Part B of the Medicare program. In January 1991, the Office of the Inspector General issued a "Fraud Alert" regarding this reimbursement practice. The OIG continues to target this practice by charge-based providers12 because its routine use leads to unlawful false claims and promotes the overuse of Medicare services by beneficiaries." 13 

· Optimization Contracts: 

In early 1997, the government intensified its focus on "optimization consultants," a phrase used to refer to billing and consulting firms which are paid to "optimize" hospital revenues; hospitals hire such firms and compensate them on a percentage of additional reimbursement they recover.14 The OIG views these optimization contracts as problematic because while they provide incentives to the consultant to maximize revenue, they include no incentives to submit the claims accurately. As a legal matter, such arrangements may lead to false claims prosecutions for upcoding, unbundling and other manipulations of billing codes. 

C. Recent Reimbursement Prosecutions 

Fraudulent and improper billing practices are reportedly widespread. HCFA's 1996 audit of the Medicare program estimated that 14% of all Medicare benefit payments, totaling $23.2 billion, were improper reimbursements due to insufficient documentation, lack of medical necessity, inclusion of noncovered or unallowable services and use of improper coding. Some recent examples illustrate how these reimbursement practices may be prosecuted. 

1. Civil False Claims Act: Generally 
  

1. United States v. Krizek.15 Dr. Krizek, a psychiatrist who billed for services not rendered and upcoded by seeking reimbursement for additional services not documented (sometimes for consultations in excess of 24 hours per day), was prosecuted for submitting 8,002 false claims in violation of the civil False Claims Act. The government sought $245,392 in actual damages, as well as a $10,000 fine for each false claim, for a total of $81 million in damages and penalties, alleging that each improper use of a billing code on a claim form constituted a separate false claim. Although the Court of Appeals rejected the government's argument that multiple entries on a single claim form could be penalized as separate claims under the Act, the case demonstrates the government's expansive interpretation of the Act and its aggressive enforcement of reimbursement rules. It also provides a poignant example that physicians who automatically bill for certain supervisory or recordkeeping time, without documenting the time actually spent providing such services, may face ruinous liability. 
  
2. Civil False Claims: Optimization Contracts 
  

1. United States v. Metzinger Associates.16 In the Metzinger case, Metzinger performed consulting services for hospitals and was paid through incentives based on a percentage of the additional revenues recovered for its hospital clients. Finding that this arrangement led to the submission of false claims by Metzinger's clients, the Justice Department sued, claiming Metzinger had violated the False Claims Act, among other things. In April 1997, Metzinger settled with the government and agreed to pay a modest fine and accept exclusion from federally funded programs. In addition, Metzinger agreed to cooperate with the government in assisting the government in prosecuting its former hospital clients. 

The Metzinger case prompted the January 1997 OIG Fraud Alert and demonstrates the government's serious concerns about contracts which provide a financial incentive to seek excessive Medicare reimbursement.
  
2. United States v. EmCare, Inc., et al.17 In the EmCare case, the government sued another service company operating under arrangements that arguably encouraged overbilling. It brought suit against Emcare (among others), an emergency room staffing company, for violating the False Claims Act. Like the contract in Metzinger, the arrangement under scrutiny in this case incentivized Emcare to maximize Medicare revenues. In May of 1997, Emcare agreed to pay the government $7.75 million to settle the lawsuit. Notably, the lawsuit against EmCare and the other defendants was initiated by a qui tam whistleblower, whose estate has thus far received $1.5 million from the EmCare settlement.
  

2. Recent Local Enforcement Actions. 
  

1. Criminal False Claims Act - U.S. v. Maroney.18 A relatively recent Colorado prosecution, U.S. v. Maroney, provides an instructive example of a local prosecution involving manipulation of billing codes. In March 1997, Ms. Maroney, a physical therapist and president of a physical therapy provider in Pueblo, Colorado, was convicted for submitting false claims and for mail fraud. Ms. Maroney violated the criminal False Claims Act by submitting claims for office visits which were only reimbursable if conducted by a licensed physical therapist when the office visits were actually conducted by physical therapy assistants and aides. She was convicted of all counts under which she was indicted,19 sentenced to three to eight years' imprisonment, and ordered to pay $75,000 in restitution to Medicare and the Colorado Compensation Insurance Authority ("CCIA"). 
  
2. Criminal Health Care Fraud - U.S. v. Sternberg.20 The Sternberg case, filed in Kansas City federal court, represents another example of the aggressive criminal prosecution of false billing charges. In July 1997, Dr. Sternberg, a psychiatrist practicing in the Kansas City area, was indicted for mail fraud, interstate transportation in aid of racketeering, money laundering, bribery in relation to a federal program and health care fraud. These charges related to billing practices in which he allegedly double-billed and billed for services not rendered. The indictment specifically cited the doctor's practices regarding "wave therapy," which referred to his practice of billing for psychiatric services when he waved to or greeted patients in hospital hallways. On certain occasions, the services the psychiatrist claimed he rendered in a particular day exceeded a total of 24 hours. Dr. Sternberg faced mail fraud charges because he submitted claims through the mail for reimbursement to payors for services he claimed had been performed by him, even though he was in Mexico on vacation during the period. In November 1997, Dr. Sternberg was convicted on 35 of 37 counts, including mail fraud, money laundering and racketeering. 

This case should interest providers because it demonstrates regional prosecutors' willingness to use various criminal statutes to prosecute individual doctors for what are essentially false claims. The maximum penalties for the various criminal offenses brought against Dr. Sternberg include imprisonment ranging from 5 years to 20 years, as well as fines ranging from $250,000 to $500,000, for each of the multiple counts in the indictment.
  
3. False Pharmacy Claims. In Nebraska, a coordinated state-federal task force prosecuted numerous pharmacies across the state for violating Medicaid reimbursement rules. The investigation, begun in 1993 with the simultaneous execution of search warrants at more than 20 pharmacies across the state, has resulted in several criminal and civil charges against the pharmacies and their owners. Notably, the legal predicate for the investigation (an ambiguous state Medicaid regulation that had never been interpreted by a court or even by the Nebraska Department of Social Services) has never been publicly challenged. 

These pharmacy prosecutions demonstrate not only how state and federal agencies may coordinate prosecutorial efforts, but also show how the threat of administrative exclusion (from Medicare and Medicaid) may cause providers to settle with the government, even where the law in question does not clearly prohibit the challenged conduct.
  

3. National Recovery Projects. Several nationwide prosecutions of hospitals for violations of reimbursement rules, dubbed "National Recovery Projects," are presently underway, and are beginning to reach states in the Midwest. These Projects, directed on a national level by HHS and the Department of Justice, represent coordinated efforts to prosecute thousands of hospitals for violations of arguably ambiguous billing laws. 
  

· Operation Bad Bundle: 

One investigation, which focuses on billing practices in clinical laboratories, is the Lab Unbundling Project, nicknamed "Operation Bad Bundle." This project began with audits in Ohio which allegedly revealed that Ohio hospitals had been unbundling Medicare and Medicaid laboratory services claims by billing for the services under separate billing codes, when the services should have been billed under one code. To date, federal enforcement efforts have focused on hospitals in the Eastern United States, but will soon include nearly 5,000 additional hospitals nationwide. These investigations have so far yielded recoveries to the United States of more than $14 million. 

At this writing, the Nebraska U.S. Attorney's Office has not notified hospitals in the State that they are under investigation, nor demanded repayment of improper claims. It is anticipated that a decision will be made in 1998 as to which Nebraska hospitals will be identified for prosecution. 

· 72-Hour Window Program: 
The Department of Justice's Diagnosis-Related Group ("DRG") Duplicative Payment investigation focuses on the restrictions for reimbursement concerning the DRG 72-hour payment window. Under Medicare regulations, separate reimbursement for nonphysician outpatient services rendered during the DRG payment window is not allowed. Under the program, the government first audits a provider's practices, then notifies the provider by demand letter from the Assistant U.S. Attorney for the Middle District of Pennsylvania (the office coordinating the investigation nationally) that overbilling has occurred and advises that if the provider fails to pay the government a calculated penalty, the Justice Department will bring suit under the False Claims Act. To date, approximately 1,500 hospitals, in 25 states, have settled allegations arising in this investigation and have paid the United States more than $48 million. 

More than 70 Nebraska hospitals have received demand letters as of this writing, and the remainder (those for which Mutual of Omaha acts as intermediary) should receive them by the end of 1998. 

· DRG Upcoding Initiative: 

In 1997, the government began examining the accuracy of certain ICD-9 diagnosis code selections and the resulting DRG assignment. The DRG Upcoding Initiative initially reviewed billing patterns for pneumonia discharge cases and focused on documentation of "medical necessity." The government sought to determine if hospitals were submitting claims with inaccurate diagnosis information to maximize the DRG assignment. At present, two diagnostic related groups are under scrutiny, one for respiratory infections and the other for simple pneumonia. The central focus of the government's investigations relates to improper assignment of inpatient DRGs and overutilization of the diagnosis code for "specified bacteria." The government recognizes that all pneumonia is not bacterial and should not be coded as such unless the physician appropriately documents such instances. Assignment of the higher DRG based upon the diagnosis code for specified bacteria could be as high as $2,000 per Medicare case. 

The government believes that several factors have contributed to such upcoding, including information system software difficulties and/or through poor advice from consultants. In any event, the government will begin demanding repayment from providers in these areas and will continue to identify additional upcoding initiatives in the coming months. 

· DRG Transfer Initiative: 

One of the government's more recent initiatives involves transfers and/or discharges between hospitals, or between one hospital participating in the prospective payment system ("PPS") and one non-PPS unit. An issue arises under the DRG Transfer Initiative when a patient is transferred from one hospital to another, but the transfer is reported as having been a discharge from the transferring hospital, resulting in the transferring hospital receiving the full DRG payment as opposed to what the hospital should have received—a per diem amount based on the number of days the patient was at the hospital, not to exceed the full DRG. The second hospital should receive the full DRG payment. If the Medicare program is billed for two full DRGs, this arguably results in a false claim by the transferring hospital. OIG believes that these false claims have resulted in Medicare overpayments in excess of $165 million. 

Unlike in the 72-Hour Window investigation, coordinated on a national basis by one U.S. Attorney's Office, the DRG Transfer investigations are being handled locally by the individual U.S. Attorney's Offices in each District. In Nebraska, the U.S. Attorney's Office is analyzing audit data relating to these issues, and will notify individual hospitals of overpayments it identifies, probably in 1998. 

· PATH: 

The OIG's Physicians at Teaching Hospitals ("PATH") initiative is another National Recovery Project. The PATH initiative targets reimbursement practices at teaching hospitals focusing on services performed by residents under Medicare Part B. Because the salaries for such residents are already paid by Medicare, Medicare regulations prohibit teaching hospitals from submitting claims for reimbursement for services performed by residents. The PATH program encourages hospitals to conduct their own audits for these violations in lieu of governmental investigation. 

· OIG Guidance—Reimbursement. The OIG Guidance, described briefly above, contains numerous provisions relating to policies and procedures the OIG believes necessary to avoid legal exposure in the reimbursement arena. While the OIG Guidance should be consulted with regard to policies recommended in each of specific risk areas set forth herein (at 5-8), the OIG Guidance instructs generally that a hospital's policies and procedures should: 
  

· provide for proper and timely documentation of all physician and other professional services prior to billing to ensure that only accurate and properly documented services are billed; 

· emphasize that claims should be submitted only when appropriate documentation supports the claims and only when such documentation is maintained and available for audit and review. The documentation, which may include patient records, should record the length of time spent in conducting the activity leading to the record entry, and the identity of the individual providing the service. The hospital should consult with its medical staff to establish other appropriate documentation guidelines; 

· state that, consistent with appropriate guidance from medical staff, physician and hospital records and medical notes used as a basis for a claim submission should be appropriately organized in a legible form so they can be audited and reviewed; 
· indicate that the diagnosis and procedures reported on the reimbursement claim should be based on the medical record and other documentation, and that the documentation necessary for accurate code assignment should be available to coding staff; and 

· provide that the compensation for billing department coders and billing consultants should not provide any financial incentive to improperly upcode claims. 

OIG Guidance, at 21.
  

· IV. FRAUD AND ABUSE

0. Anti-Kickback Violations. The Anti-Kickback Statute prohibits the giving or receipt of any benefit, as well as offers to give or receive any benefit, for the purpose of inducing the referral of patients under Medicare or Medicaid.21 Prohibited benefits include cash, below-market rent, investment interests in joint ventures for little or no capital input and the opportunity to enter into favorable contracts with the provider as well as more obvious benefits such as direct cash payments for referrals. 

The Anti-Kickback Statute is broad in scope, and sometimes even the appearance that a benefit is being offered for referrals will prompt civil or criminal investigation. Certain exemptions, called "safe harbors," apply to allow particular arrangements to escape scrutiny under the Anti-Kickback Statute. If an arrangement falls within a safe harbor, it will not be deemed to be a violation of the statute.22 However, even if no safe harbor applies, the arrangement nevertheless may withstand government scrutiny. Safe harbors apply to exempt employment contracts, personal service contracts, independent contractor contracts, office and equipment lease agreements and discount arrangements, as long as the safe harbor's restrictions are met. Recent regulations added two additional safe harbors which affect managed health care plans. These safe harbors protect marketing incentives typically offered by health plans to attract members and exempt certain price reductions offered to health plans by certain providers. 

Violations of the Anti-Kickback Statute may result in criminal prosecution, including fines of up to $250,000 and imprisonment for up to five years for each violation. Civil money penalties of up to $50,000 for each violation may also be imposed, as well as damages of up to three times the value of the benefit offered or received in violation of the statute. In addition, HHS might seek to exclude violators from federally funded programs.
  
1. Improper "Kickback" Arrangements. Violations of the Anti-Kickback Statute can result in serious civil and criminal penalties for providers. The following summaries provide recent examples of enforcement activities in this area. 
  

1. Violations of the Anti-Kickback Statute - United States v. Jain.23 On various occasions in 1989 and 1990, Dr. Jain, a psychologist in private practice in Leavenworth, Kansas, allegedly solicited and accepted payments from North Hills Hospital, an acute care psychiatric hospital located in Kansas City, Missouri, as inducement for Dr. Jain to refer patients to North Hills Hospital. These bribes were disguised as payments for marketing services which were never performed. Dr. Jain was convicted of violating the Anti-Kickback Statute. 

The United States Court of Appeals for the Eighth Circuit heard Dr. Jain's appeal from his conviction. The Eighth Circuit agreed with the lower court's interpretation of the intent necessary to prove a violation of the Anti-Kickback Statute. The statute prohibits persons from "knowingly and willfully" offering or accepting kickbacks in return for referrals. While the government argued that this meant only that Dr. Jain must have intended to accept kickbacks from North Hills Hospital, the Eighth Circuit held that Dr. Jain must have known that accepting these kickbacks was unjustifiable and wrongful. The court added that a "good faith" belief that he was receiving payments for marketing services, and not as kickbacks, could have been a successful defense for Dr. Jain under the Anti-Kickback Statute.

Providers in the Eighth Circuit24 should take note of this case because it reaches a different conclusion than a Ninth Circuit case, Hanlester Network v. Shalala. 25 In Hanlester, the United States Court of Appeals for the Ninth Circuit held that "knowingly and willfully" meant to know that offering or accepting kickbacks was illegal and to nevertheless engage in that conduct with the specific intent to violate the law. The Eighth Circuit in Jain thus made it easier for the government to convict providers under the Anti-Kickback Statute, because it held that a provider must know that offering or accepting kickbacks is wrongful, but need not intend to violate the law. 
  
1. Local Enforcement Actions - Kickbacks - United States v. LaHue.26 In June 1997, Dr. Robert C. LaHue and Dr. Ronald H. LaHue, two Kansas City physicians (who also practiced with other physicians under the name Blue Valley Medical Group by providing services to patients in nursing homes), were indicted for conspiracy to corruptly solicit benefits for themselves regarding a federally funded program, solicitation of such benefits, conspiracy to submit false claims, witness tampering and money laundering. The doctors allegedly received over $2 million in bribes in return for referring Medicare patients for inpatient, outpatient and laboratory services at area hospitals. As part of their scheme to defraud, the physicians developed relationships with area nursing homes by serving as the medical directors for many of them. Bribes were disguised as payments for "consulting" services when none were actually performed. In addition, the doctors were charged with conspiring to violate the false claims act by seeking payment for services which nonphysicians had performed as if the services had been performed by physicians. 

While the LaHue case remains pending, other defendants involved in the LaHue investigation have settled with the government, paid substantial penalties and agreed to exacting corporate integrity agreements. One defendant, Baptist Medical Center in Kansas City, Missouri, paid $17.5 million in September 1997 to resolve the investigation and another hospital, Bethany Medical Center, settled in the same investigation for more than $1.2 million. 
  

2. Other Prosecutions. 
  

2. Medical Directorships. Columbia/HCA allegedly paid thousands of dollars in "medical directorship" fees to physicians and specialists to induce them to refer patients to Columbia facilities. Three Columbia officers have already been indicted in U.S. District Court in Florida; further criminal investigations and indictments reportedly will be forthcoming. Industry experts predict that fines and penalties for allegedly widespread fraudulent practices within the Columbia system may exceed $1 billion. 
  
2. Durable Medical Equipment ("DME"). Apria Health Care Group, Inc. ("Apria"), a large supplier of DME, agreed to pay $2 million to settle allegations that Apria had entered into sham "consulting" contracts with physicians to compensate them for referrals in violation of the Anti-Kickback Statute. 
  
2. Clinical Laboratory Services. The OIG issued a "Fraud Alert" in October 1994 targeting violations of the Anti-Kickback Statute involving clinical laboratory services. The OIG noted that the quality, cost and timeliness of lab services are of primary importance to the Medicare program, and that physicians must choose a laboratory based on the laboratory's ability to meet these standards, not because the physician is receiving kickbacks from the laboratory. 

Possible kickback arrangements, the OIG has described, might include placing lab personnel with a provider and allowing the personnel to gratuitously complete tasks that are normally performed by hospital personnel, allowing a lab to provide discounts or free services to providers in exchange for referral of more profitable business, authorizing the lab to provide free pick-up and disposal of biohazardous waste, accepting computers or other electronic equipment from labs or utilizing a lab's offer to provide free testing to providers, their employees and their families.
  
2. SmithKline Beecham Clinical Laboratories, Inc. ("SmithKline") Settlement. SmithKline agreed to pay $325 million to settle allegations that it unbundled laboratory tests, submitted bills for testing not performed, paid physicians kickbacks to induce referrals, altered physicians' diagnosis codes to obtain higher reimbursement from Medicare, billed for services which were not ordered or which were medically unnecessary and double-billed end-stage renal disease laboratory tests. This settlement did not relieve the company or its employees from criminal liability. As part of the settlement, SmithKline agreed to adopt a compliance program. HHS released its model clinical laboratory compliance plan during the same press conference in which it announced the SmithKline settlement.
  

3. OIG Guidance-Referrals. The OIG Guidance identifies several practices which, in its view, implicate federal anti-kickback prohibitions. These include: 
  

3. Hospital incentives that violate the anti-kickback statute or other similar federal or state statute or regulation: 

Excessive payment for medical directorships, free or below market rents or fees for administrative services, interest-free loans and excessive payment for intangible assets in physician practice acquisitions are examples of arrangements that may run afoul of the anti-kickback statute. See 42 U.S.C. § 1320a-7b(b) and 59 Fed. Reg. 65372 (12/19/94). 

3. Joint Ventures: 

Equally troubling to the OIG is the proliferation of business arrangements that may violate the anti-kickback statute. Such arrangements are generally established between those in a position to refer business, such as physicians, and those providing items or services for which a federal health care program pays. Sometimes established as "joint ventures," these arrangements may take a variety of forms. The OIG currently has a number of investigations and audits underway that focus on such areas of concern. 

3. Financial arrangements between hospitals and hospital-based physicians: 

Another OIG concern with respect to the anti-kickback statute is hospital financial arrangements with hospital-based physicians that compensate physicians for less than the fair market value of services they provide to hospitals or require physicians to pay more than market value for services provided by the hospital. See OIG Management Advisory Report: "Financial Arrangements Between Hospitals and Hospital-Based Physicians." OEI-09-89-0030, October 1991. Examples of such arrangements that may violate the anti-kickback statute are token or no payment for Part A supervision and management services; requirements to donate equipment to hospitals; and excessive charges for billing services. OIG Guidance, at 12-13. 

OIG Guidance, at 17-18.

The OIG Guidance recommends policies and procedures designed to avoid these and other practices implicating federal anti-referral laws. As to such practices, the OIG Guidance recommends that hospital policies provide that: 

3. all of the hospital's contracts and arrangements with referral sources comply with all applicable statutes and regulations; 
  

3. the hospital does not submit or cause to be submitted to the federal health care programs claims for patients who were referred to the hospital pursuant to contracts and financial arrangements that were designed to induce such referrals in violation of the anti-kickback statute, Stark physician self-referral law or similar federal or state statute or regulation; and 
  

3. the hospital does not enter into financial arrangements with hospital-based physicians that are designed to provide inappropriate remuneration to the hospital in return for the physician's ability to provide services to federal health care program beneficiaries at that hospital. 

OIG Guidance, at 28.
  
3. The Stark Legislation. The Stark Legislation27 restricts physicians from making Medicare or Medicaid referrals of designated health services to facilities in which the physicians have a direct or indirect financial interest, unless an exception applies.28 Exceptions to the Stark Legislation exist for certain transactions. A physician making referrals to an entity with which the physician has a financial relationship must fall within an exception to avoid violating the Stark Legislation. 

Exceptions regarding both ownership and compensation arrangements include those for individual physicians' services, certain in-office ancillary services, prepaid plans and referrals among group practices. Exceptions concerning ownership and investment interests include the rural-provider and hospital-ownership exceptions. Exceptions regarding compensation arrangements include those for rental of office space, bona fide employment relationships, personal service arrangements, certain physician recruitment practices, isolated transactions, certain group practice arrangements with hospitals and fair market value payments by physicians for items and services. While not yet finalized, the newly-proposed Stark II regulations create additional exceptions, including a generic fair market value, or "good guy" exception. Arrangements falling under a Stark Legislation exception will be exempted, as long as the exception's requirements have been met. For example, regarding physician employment, compensation must be reasonable, based on identifiable services and not tied to the volume or value of patient referrals made by the physician.

Penalties for violating the Stark Legislation include the loss of federally funded payments, civil fines up to $15,000 for each violation, a civil fine up to $100,000 for each arrangement which a person or entity knows had a principal purpose of assuring referrals that would violate the statute if directly made, a civil fine up to $10,000 for failing to report required information regarding ownership interests to federal programs, refunds to individuals and possible exclusion by HHS from federally funded programs.
  
3. The Health Insurance Portability and Accountability Act of 1996 ("HIPAA") (also known as the Kennedy-Kassebaum Bill). HIPAA contains provisions which demonstrate the federal government's commitment to fighting Medicare fraud and abuse. Highlights of the Act are discussed below. 

When HIPAA was passed, it added several new crimes to government prosecutors' arsenals. One new provision created the crime of Health Care Fraud, which prohibits knowingly and willfully engaging in a scheme to defraud private or public payers in connection with reimbursement for health care services under any federally funded program. Violations of this provision are punishable by 10 years imprisonment and fines up to $250,000. Penalties increase substantially if the fraudulent act causes serious bodily injury or death to a patient. 

Additional criminal provisions create new violations, such as embezzlement, false statements, wrongful disclosure of individually identifiable medical information, obstruction of justice and money laundering, in connection with the provision of health care services under federally funded programs. In addition, HIPAA enlarged potential civil fines for health care fraud to a maximum of $10,000 for each violation, and up to three times the damages the government sustains, and also expanded the scope of these fines to apply to additional improper billing practices, such as upcoding. HIPAA also broadened the types of criminal offenses which can result in exclusion from federally funded programs and permitted HHS to exclude officers and managers of sanctioned entities.
  
3. The Balanced Budget Act of 1997 (the "Act"). The Balanced Budget Act of 1997 includes several provisions which amend existing health care law. The most significant change is contained in a provision which creates a civil fine of up to $50,000 for each violation of the Anti-Kickback Statute, as well as damages of up to three times the amount of the illegal kickback paid. Before this amendment, the government could only resort to criminal prosecution under the Anti-Kickback Statute; thus, the creation of civil money penalties gives the government another option to enforce compliance with the Anti-Kickback Statute. The addition of the civil penalties will also likely increase the number of Anti-Kickback Statute cases brought by the government, because it will no longer have to meet the "beyond a reasonable doubt" burden of proof required in criminal cases. In addition, new civil money penalties were created for persons who knowingly contract with sanctioned individuals or entities. 

The Act also contains two amendments regarding exclusion from federally funded programs. If a provider is convicted a third time for a health care-related offense, the Secretary of HHS must exclude the provider for life from federally funded programs. The HHS may also now exclude from federally funded programs family members to whom financial interests have been transferred by sanctioned individuals.

Finally, the Act contains several miscellaneous provisions. For example, providers will be required to supply the government with the employer identification numbers and social security account numbers of all individuals who hold a 5% or greater ownership interest in the entity. Providers may seek advisory opinions for guidance regarding whether a particular arrangement would violate the provisions of the Stark Legislation. New requirements regarding surety bonds and disclosures now apply to durable medical equipment suppliers, home health agencies and other health care providers. The Act also states that certain Medicare payments for items unrelated to patient care, such as donations, entertainment expenses, motor vehicles and payment of federal or state fines, may not be included when a provider determines reasonable costs. A provision which will affect many hospitals prohibits a hospital from discriminating among post-hospital health care providers when creating patient discharge plans. Finally, the Act contains provisions which make various alterations to certain payment methodology and procedures. 

V. TAX-EXEMPT STATUS/INTERMEDIATE SANCTIONS ISSUES
  

1. 
Tax-exempt hospitals must, in their dealings with physicians and other private persons, ensure that they do not violate the prohibitions against private inurement or more than insubstantial private benefit. These prohibitions are designed to ensure that the income or assets of exempt organizations do not inure to the benefit of private persons.

If a person is deemed an insider with respect to the organization, the private inurement prohibition applies. Any unjustified benefit to an insider may result in loss of tax-exempt status. While the IRS has in the past taken the position that medical staff physicians are presumptively insiders, the legislative history to the intermediate sanctions legislation, discussed below, suggests that whether a physician will be considered an insider will depend on the extent of that physician's ability to influence the organization.

Even if the private inurement prohibition does not apply because the physician in question is not an insider, any private benefit that is more than incidental, both qualitatively and quantitatively, may result in private inurement. As a practical matter, this means that all financial arrangements between tax-exempt hospitals and physicians must be on fair-market-value terms.29 

In the past, sanctions for arrangements violating these IRS rules could be applied only to the tax-exempt hospitals involved. If an arrangement with a tax-exempt hospital was found to have resulted in private inurement or excessive private benefit, the IRS could sanction the hospital by revoking its tax-exempt status. However, under intermediate sanctions legislation passed in 1996, certain excise taxes may be imposed on "disqualified persons"30 or "organization managers"31 involved in the transaction. In addition, the IRS requires the undoing of any transaction found to have excessively benefited private individuals and the return by a disqualified individual of any excessive benefit he or she received. 

An excise tax equal to 25% of the excess benefit from a transaction can be imposed on disqualified persons who engage in or approve excessive private benefit transactions with nonprofit hospitals. If the tax is not paid or the excess benefit transaction is not corrected by refunding excessive compensation to the tax-exempt organization, within a specified period, another tax equal to 200% of the excess benefit will be imposed. Any organization manager who knowingly participates in an excessive private benefit transaction can be subject to a tax equal to 10% of the excess benefit, up to a maximum of $10,000. For example, if a physician who is in a position to exercise substantial influence over the affairs of a nonprofit hospital invests in a joint venture arrangement on terms which are determined by the IRS to result in excessive benefit to the physician, the physician will be subject to these intermediate sanctions. Under regulations, certain net-revenue-sharing arrangements may be specified as resulting in excess benefit regardless of whether their terms reflect fair market value. These regulations will be applied only prospectively.

VI. APPLICATION TO JOINT VENTURES, "CARVE OUTS" AND PHYSICIAN CONTRACTING 

Joint Ventures and "Carve Outs" 
Joint ventures among physicians and hospitals have become common as hospitals attempt to compete in the health care market. Joint ventures raise a number of issues, including Anti-Kickback Statute and Stark concerns, as well as the issue of excessive private benefit in nonprofit hospital joint ventures. 

Application of the Anti-Kickback Statute. Joint venture arrangements between physicians and hospitals must be evaluated to determine whether they result in an attempt to induce referrals in violation of the Anti-Kickback Statute. The OIG issued a Fraud Alert in 1989 which identified suspect aspects of joint venture arrangements between physicians and hospitals. The OIG noted that while some joint ventures were used legitimately to raise capital, others were designed to lock up a stream of referrals from physicians. Suspect joint venture arrangements include: (a) "shell joint ventures" between one party already engaged in providing particular health care services and another party which does not contribute capital equipment or otherwise improve the facility; (b) arrangements wherein investors are forced to sell their ownership interests if they are no longer in a position to make referrals; or (c) transactions in which physician investors are permitted to acquire ownership interests with little or no capital investment, or receive extraordinary returns for minimal investments, as compensation for referrals. Because physician-hospital joint ventures rarely qualify for safe harbors under the Anti-Kickback Statute, an assessment of the risks involved in a particular joint venture arrangement must often be made. A small-investment-interest safe harbor exists which may exempt certain joint ventures from application of the Anti-Kickback Statute, if its requirements are met.32 In addition, safe harbors exempting certain transactions involving rural entities, ambulatory surgical centers and various other arrangements have been proposed.33 

Application of the Stark Legislation. Joint venture arrangements raise self-referral issues for physicians because the Stark Legislation creates an extremely complex network of referral prohibitions that impact most forms of transactions between physicians and other providers. The Stark Legislation generally restricts how referrals may be made by physicians to joint ventures in which they have a financial interest. In addition, the Stark Legislation prevents physician compensation methods which take into account the volume or value of referrals. If the joint venture will be providing services covered by the Stark Legislation, each financial arrangement in the joint venture must qualify for an exception. Certain exceptions which may potentially apply to these types of joint venture arrangements include exceptions for ownership or investment interests in rural providers and for services that are reimbursed by the ambulatory surgical center payment rate. 

Private Inurement/Excessive Private Benefit. Additional issues arise when nonprofit hospitals enter into joint venture arrangements with physicians. Various laws and regulations specially target joint ventures with nonprofit hospitals because nonprofit hospitals must serve the public through charitable pursuits, and not allow private individuals or entities to excessively benefit from the hospital's provision of medical services. 

The IRS has developed a three-part test which it utilizes when determining whether joint venture arrangements will jeopardize a hospital's nonprofit status. First, the hospital's participation in the joint venture must further the hospital's charitable purposes. Second, the joint venture must allow the hospital to act exclusively in furtherance of its charitable purposes. Finally, the joint venture arrangement must not excessively benefit private individuals by overcompensating them. Generally, this final part of the IRS test requires that arrangements reflect fair market value and that distributions accurately reflect each party's capital investments. 

A special type of joint venture arrangement is commonly known as a "carve out." In order to prevent the loss of certain profitable practice areas to entities owned by private investors, a hospital may decide to enter into a joint venture arrangement with physicians for the provision of those services to avoid the deterioration of the hospital's program as private entities attract area patients whose care is profitable. Joint venture arrangements like these which are designed to "carve out" current hospital services must establish that they further exempt purposes by, for example, accomplishing significant improvements in the quality of care in the area, resulting in new services being offered in the area or substantially increasing the availability of health care services for the area's indigent population. 

A recently available IRS denial of application for exemption indicates that the IRS may be taking a fairly conservative position regarding the conditions for participation by tax-exempt entities in joint ventures, particularly in the "carve-out" setting. In a revised denial letter issued to Redlands Surgical Services, the IRS took the position that an entity formed to hold a partnership interest in an entity that held a general partnership interest in a limited partnership with physician investors operating an ambulatory surgical center did not qualify for exemption. The IRS expressed particular concern regarding a 50/50 governance structure providing for arbitration of disputes, delegation of substantial control to a private management company related to an entity with an ownership interest in the arrangement through a long-term management contract, and noncharitable operation by the venture. 

Physician Contracting 
Hospitals enter into a variety of contracts with physicians and physician groups, including employment contracts, personal service contracts, leases and acquisitions. These and other contractual arrangements may raise a number of legal issues. 

Application of the Anti-Kickback Statute. Employment contracts will generally fall within a statutory exception and regulatory safe harbor under the Anti-Kickback Statute. However, an OIG-HHS official has informally taken the position that excessive compensation under such arrangements can be characterized as an illegal inducement for referrals rather than a bona fide payment for an employee's services. 

A safe harbor regulation is available for certain personal services contracts. A difficulty in fitting personal services contracts within this safe harbor is that it requires that the compensation be set in advance and that, if the agreement provides for services on a periodic or part-time basis, the agreement must specify exactly the schedule of the intervals, their precise length and the exact charge for each interval. The safe harbor also requires that the agreement be in writing, have a term of at least one year, and provide for fair-market-value compensation that is not based on referrals. 

Safe harbor regulations are available for space and equipment leases meeting conditions similar to those for personal services contracts. Fixed-rate leases can generally be structured to meet these requirements and should be so structured. 

There is no safe harbor available for a sale of a practice by a physician or physician group to a hospital. In order to reduce Anti-Kickback Statute risks, the price paid for an acquired practice should be supported by an adequate appraisal. When the physician seller or sellers will be employed by the purchaser, compensation to be paid must be reasonable and should be taken into account in valuing the practice. In apportioning value between the practice and compensation, however, the parties should be aware that the IRS may challenge high salaries linked to a below-market acquisition as an attempt to avoid corporate-level tax. 

The current OIG Work Plan includes hospital-owned physician practices as an area of focus. Thus, it is particularly important to ensure that such arrangements are structured on fair-market-value terms and do not suggest payment for referrals. 

Application of the Stark Legislation. All compensation relationships between hospitals and physicians who refer Medicare and/or Medicaid patients to them must fall within a Stark Legislation exception. The Stark Legislation provides exceptions for employment contracts, personal services, and office and equipment leases. These exceptions are generally similar to those under the Anti-Kickback Statute, but do not require a precise schedule of services and charges. All of these exceptions require fair-market-value compensation that is not based on referrals. 

The Stark Legislation provides an exception for "an isolated financial transaction, such as a one-time sale of property or practice." This exception does not apply, however, to an installment sale of a practice. 

Private Inurement/Excessive Private Benefit. In order to protect the tax-exempt status of an exempt hospital and to protect the individuals involved from intermediate sanctions, all financial relationships between exempt hospitals and physicians must be on fair-market-value terms. The hospital should obtain adequate documentation of the fair-market-value nature of the transaction. The nature of the documentation will depend upon the circumstances. For an employment contract, for example, the documentation should generally reflect relevant industry surveys (e.g., MGMA). For a practice or other asset acquisition, the documentation should consist of an appraisal by a qualified appraiser utilizing IRS-approved methodology. If the physician may be deemed a disqualified person, it may be prudent for the transaction to be approved by an informed, disinterested board of directors or committee. 
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