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INTRODUCTION 

On June 3, 1998, the Office of the Inspector General ("OIG") of the United States Department of Health and Human Services ("HHS") and the United States Department of Justice ("DOJ") issued guidelines regarding use of the civil False Claims Act ("FCA") in the health care industry.  These guidelines were issued in response to strong criticism by health care providers and others (i.e., American Hospital Association) about the government's aggressive use of the civil FCA to prosecute billing errors.  The guidelines may have the effect of softening Congressional support for proposed legislation that would, according to OIG/DOJ, substantially reduce the effectiveness of the FCA as a tool in fighting fraud and abuse in the health care industry. 

These guidelines do not carry the force of law.  Rather, they represent internal guidance for governmental agents and attorneys in prosecuting FCA cases.  As such, it is unclear whether or how providers will be able to use these guidelines in individual cases or to combat arguably improper use of the FCA.  At a minimum, however, providers should address the guidelines, where appropriate, in negotiations with federal enforcement officials, and in structuring their corporate compliance programs.  By doing so, providers may be able to reduce their exposure in instances where billing mistakes occur and, in some cases, avoid reimbursement problems altogether. 

I. OIG's "Best Practice" Guidelines 

June Gibbs Brown, Inspector General of the OIG, issued "best practice guidelines" regarding implementation of nationwide enforcement initiatives referred to as "National Projects."  National Projects represent OIG initiatives, undertaken in cooperation with other enforcement agencies such as DOJ, to identify abusive practices that may be occurring on a national basis by a variety of similarly situated providers and to target such practices for fraud and abuse enforcement.  These guidelines establish six protocols that the OIG will be required to follow when developing National Projects, unless special approval is otherwise obtained. 

Minimum Thresholds 

First, the OIG must set a minimum monetary threshold and/or error rate percentage for each Project.  These thresholds will be utilized to determine whether a provider will be referred to the provider's carrier or intermediary for recoupment of improper payments, or whether the provider's case will be transferred to the DOJ or another agency for prosecution under the civil or criminal FCA. 

In setting minimum thresholds, the OIG will consider various factors, including:  (i) Medicare or Medicaid program revenues, (ii) prior notice to or audits of providers, (iii) provider revenues, (iv) provider size, (v) amount of alleged overpayments and (vi) number of improper claims. 

Equitable Treatment of Providers 

The OIG urged its enforcement partners to act consistently in conducting investigations and negotiating settlement agreements, and stated that it would do likewise when designing corporate integrity programs to remedy provider violations.  The OIG noted that varying integrity program provisions based on factors such as provider size, extent of provider misconduct or history of compliance would be appropriate if such considerations were uniformly applied to all providers targeted by a National Project.  Finally, the OIG indicated that providers referred to intermediaries or carriers for recoupment of overpayments would not, as a condition of resolution, be required to execute a government-imposed corporate integrity program. 

Resource Allocation Considerations 

The OIG stated that it would assess resources that would be available for a national initiative before proceeding with the initiative, and would inform the OIG's enforcement partners of the budget for each National Project. 

Provider Guidance and Communication 

Of great importance to providers is the OIG's objective of providing information to providers regarding National Projects before such initiatives are launched.  The OIG stated, however, that such notice would only be provided if the OIG's law enforcement partners agreed that it should be provided.  In appropriate circumstances, the OIG indicated that it would also seek the advice of the Health Care Financing Administration ("HCFA") regarding implementation of National Projects.  To the extent that OIG provides prior notice of the particular practices to be included in a National Project, health care industry representatives will have the opportunity to evaluate those practices and attempt to ensure that OIG does not use the FCA to prosecute honest billing mistakes or in other areas to which the FCA should not apply. 

Assess Sufficiency of Legal Theories Supporting Implementation of National Projects 

Before initiating a National Project, the OIG stated that it would first, with the assistance of the OIG's Office of General Counsel, analyze the legal sufficiency of theories supporting enforcement of each proposed National Project.  In this review, the OIG will consider various factors, including:  (i) statutes, regulations and case law underlying the proposed National Project, (ii) Medicare program guidance, (iii) agency communication with providers, (iv) statute of limitations, (v) burden of proof, (vi) supporting documentation and data and (vii) minimum thresholds. 

Agency Contacts 

Finally, the OIG stated that it would designate from each OIG department involved in an initiative a central contact point that would take responsibility for coordinating enforcement efforts and for developing consistent responses to issues or questions that arise during implementation of each National Project. 

II. DOJ's Guidance on the Use of the FCA in Civil Health Care Matters 

 On June 3, 1998, Eric Holder, Jr., Deputy Attorney General of the DOJ, issued a memorandum to United States Attorneys, Trial Attorneys in the Civil Division of the Commercial Litigation Section of the DOJ and Civil Health Care Fraud Coordinators regarding use of the civil FCA in health care cases.  The memorandum, captioned "Guidance on the Use of the False Claims Act in Civil Health Care Matters," emphasizes the duty of DOJ attorneys to use the FCA in a "fair and responsible manner."  

National Projects 

The DOJ Memorandum first addresses various issues involved in implementing National Projects.  The DOJ acknowledged that while these initiatives should be handled in a consistent manner, rigid application of project protocols could result in inequity to providers if extenuating circumstances were not taken into consideration. 

Legal and Factual Predicates 

To ensure that National Projects were being developed and implemented appropriately, the DOJ Memorandum establishes legal and factual predicates, or step-by-step procedures, that must be satisfied.  Under these predicates, the first determination to be made is whether a provider has submitted false claims.  In determining whether false claims have been submitted in a given area, enforcement agents are instructed to (i) examine statutory and regulatory guidance relevant to the project, (ii) consult with members of appropriate agencies regarding complex areas of law, (iii) verify the accuracy of the data upon which the project is based and (iv) ensure necessary investigative procedures are utilized such as, when appropriate, interviewing witnesses and reviewing relevant documentation. 

If false claims are found to exist, the DOJ Memorandum describes that enforcement agents must determine whether providers submitted those false claims "knowingly" under the statute.  The DOJ Memorandum then lists factors that may indicate whether a provider acted knowingly or with deliberate ignorance or reckless disregard as to the truth or falsity of claims.  The DOJ Memorandum provides that, while not exhaustive, the factors contained on the list must be considered by enforcement agents.  These factors include: 

· Did the provider have actual or constructive notice of relevant program policies or rules? 

· How clear are relevant program policies or rules? 

· How pervasive is the fraudulent activity at issue and what are the aggregate dollar amounts of the false claims? 

· What efforts has the provider made to establish and implement a compliance program, how comprehensive is the program and how effective was the program in identifying the false claims activity at issue? 

· Has the provider implemented corrective action plans on its own to prevent recurrence of the problem?  Did the provider report the problem to the government? 

· Did the provider receive guidance through government agencies regarding the issue?  If so, did the provider accurately inform the agency of material facts?  Did the provider then submit false claims because it relied on advice from agency representatives? 

· Should prior audits or notices regarding the same billing practices have alerted the provider to problems in an area? 

 Working Groups 

The DOJ also established a process by which working groups comprised of Assistant United States Attorneys and Civil Division attorneys would coordinate the enforcement of each National Project.  Duties of the working groups include (i) determining whether factual and legal predicates for the project have been demonstrated, (ii) preparing project guidelines and form documents, including tolling and settlement agreements, for the initiative and (iii) developing a prototype investigative plan for the project.  Even though efforts would be made to coordinate and standardize procedures for the implementation of National Projects, the DOJ reiterated that each provider's situation would be evaluated on a case-by-case basis. 

Contact Letters 

In the memorandum, the DOJ also formalized its recent policy of sending "contact letters" to providers inviting providers to discuss potential violations before delivering demand letters threatening litigation.  In addition, the DOJ Memorandum noted that providers must be given adequate opportunities to respond to the contact letters, and that prosecutors should grant all reasonable extensions requested by providers and should utilize tolling agreements if necessary to protect the government's claims in the interim. 

Alternative Remedies 

In addition to its specific guidance on National Projects, the DOJ also provided guidance concerning eight other related issues.  First, the DOJ indicated that federal prosecutors should consider administrative remedies, such as overpayment recoupment, program exclusion or civil money penalties, when determining what remedies would be appropriate for a provider's violations.  If recoupment of an overpayment is the "most appropriate penalty," the DOJ Memorandum provides that DOJ lawyers "shall consider" referring the matter to the appropriate carrier or fiscal intermediary for appropriate action. 

Ability to Pay Issues 

The DOJ Memorandum further instructs prosecutors to consider a provider's financial difficulties when negotiating a settlement.  A provider asserting financial difficulties or inability to pay in this context will be asked to produce evidence of its financial condition. 

Community Availability of Medical Services 

In addition, the DOJ Memorandum directs its attorneys to consider the community impact of pursuing FCA remedies against providers, especially rural and community hospitals.  

Hospitals and Other Providers Not Represented by Counsel 

The DOJ Memorandum cautions that its attorneys should "avoid even an appearance of coercion or overreaching" if a provider being investigated is not represented by counsel. 

Minimizing Burdens on Providers During Governmental Investigations 

The DOJ Memorandum also instructs its attorneys to consider the manner in which proposed investigations and/or audits would disrupt a provider's day-to-day operations.  It states that enforcement agents should take reasonable steps to minimize these day-to-day burdens, without compromising the DOJ's overarching duty to investigate fraud in government programs. 

Provider Cooperation 

In determining an "appropriate" settlement amount, the DOJ Memorandum advises that prosecutors take into account a provider's cooperation with the Department during an investigation. 

Individualized Review 

The DOJ Memorandum reiterates that the case-by-case review of each provider's situation is essential in determining an appropriate course of action for dealing with the provider's violations. 

Review of Guidance 

Finally, the DOJ Memorandum indicates that the guidance set forth in the Memorandum will be reviewed within 6 months to determine whether it should be revised.  In other correspondence, the DOJ has indicated a willingness to meet with providers during this time to discuss additional concerns or changes to these guidelines. 

CONCLUSION 

The OIG's Best Practice Guidelines and the DOJ's Guidance on the Use of the FCA in Civil Health Care Matters could represent a significant shift in agency attitudes toward FCA enforcement actions.  It remains to be seen, however, whether these nonbinding guidelines will bring quantifiable relief to health care providers or deter federal enforcers from using the FCA to prosecute honest billing mistakes.  Indeed, some industry experts view the guidelines as mere window-dressing designed to relieve Congressional pressure for legislative reform.  

The guidelines leave DOJ and HHS with significant discretion to prosecute FCA violations, and even in interpreting their new guidelines.  For example, if "minimum thresholds" for initiating National Projects are set at low levels, few providers engaging in targeted billing practices will be referred to carriers or intermediaries for overpayment recoupment instead of enforcement agencies for further investigation or prosecution.  In addition, the agencies provide no indication as to whether these guidelines will apply to the many investigations underway at present, or to providers currently negotiating FCA settlements with the OIG and/or the DOJ.  While it remains unclear whether these guidelines will have any real impact on health care prosecutions, providers should certainly take them into account in evaluating a response to a potential violation and in negotiating resolution of same. 

In addition to their impact on enforcement actions, the guidelines highlight the importance the government has placed on providers' development of effective corporate compliance programs.  Under both the OIG guidelines and the DOJ Memorandum, the agencies are required to more closely evaluate whether the claims in question were "false," and if so, whether they were submitted with the requisite level of knowledge.  Providers should consider whether their corporate compliance programs adequately assemble documentation or other evidence relevant to these issues, and should be prepared to defend positions taken on billing, coding and other matters related to the claim submission process.  

Indeed, the DOJ Memorandum speaks directly to the issues of whether a provider has a compliance plan in place and whether the program is effective in identifying improper reimbursement practices.  The DOJ Memorandum instructs federal prosecutors to analyze these issues when determining whether a provider knowingly submitted a false claim.  In addition, the DOJ Memorandum directs prosecutors to determine whether a provider sought or received guidance on a billing question from a government payor, and suggests that even mistaken payor guidance would militate against use of the FCA.  Thus, for compliance officers, the DOJ Memorandum also highlights the importance of seeking—and retaining—documentation and other evidence of all expert or governmental guidance on billing or coding matters.  In instances where a provider appropriately relied on government advice and has documentation to demonstrate such reliance, this factor could mean the difference between a prolonged investigation and/or FCA litigation, or a relatively quick resolution through an intermediary or carrier. 

Several other statements in the OIG guidelines and the DOJ Memorandum emphasize the importance of health care compliance programs and suggest additional features of such programs.  In its guidelines, OIG indicates that it may relax the requirements of government-imposed corporate integrity programs if a provider demonstrates a history of compliance.  Because governmentmandated corporate integrity programs are much harsher than voluntary programs, providers with compliance programs in place may have more leverage in advocating less onerous resolutions. 

In its Memorandum, the DOJ also explains that another factor it would examine to determine whether a provider knowingly violated the FCA is whether the provider implemented its own corrective action plan to prevent problems from recurring.  If a provider routinely takes the initiative and addresses problems through corrective action plans as part of its compliance program, the provider has satisfied one of the factors that the government will use to determine whether the provider knowingly violated the FCA and will be in a better position to negotiate a less exacting resolution. 

Moreover, the DOJ's factors for assessing intent under the FCA also include a requirement that government agents evaluate whether a provider reported a problem to the government.  While self-reporting is a weighty determination that should only be made after full consideration of all material factors of a situation and with the advice of counsel, this factor represents another source of guidance providers should consider in deciding whether or how to selfreport. 

For questions or advice on these new federal guidelines, or their significance in FCA investigations or in the development of compliance programs, contact Thomas J. Kenny at (402) 346-6000 or at thomas.kenny@kutakrock.com. 

  

APPENDIX 

NATIONAL RECOVERY PROJECTS 

(Nebraska Update – May 1998) 

The federal government has instituted a number of hospitalbased initiatives to combat health care fraud and abuse.  These initiatives, commonly known as the "National Recovery Projects," have been modeled on six major anti-fraud initiatives: (i) LabScam; (ii) the 72-Hour Window Project; (iii) Operation Bad Bundle; (iv) the Physicians at Teaching Hospitals ("PATH") Initiative; (v) the Diagnosis-Related Grouping Upcoding Project; and (vi) the Transfer/Discharge Project.  This memorandum provides a brief overview of these initiatives, and an update on the current status of the government's investigations in each area. 

A.72-Hour Window Project 

In December 1994, the government sent letters to 180 hospitals in Western and Central Pennsylvania alleging that each hospital had committed civil violations under the Civil FCA.  The government alleged that the hospitals separately billed Medicare for nonphysician outpatient services which were provided in conjunction with the inpatient admissions and, accordingly, should not have been billed separately, as the cost of such outpatient services were reimbursed as part of the Diagnostic Related Group ("DRG") related to the admission.  The government entered into settlement agreements with each of the hospitals.  Since December 1994, the government has expanded the program to other states and plans to pursue all hospitals nationwide, eventually reaching over 4,000 facilities. 

At issue is Section 3610.3 of the Medicare Intermediary Manual, which prohibits a hospital from seeking reimbursement for outpatient services that should have been included in the hospital's DRG or prospective payment for an inpatient admission.  Prior to January 1, 1991, this regulation prohibited a hospital, or an entity that the hospital owns or controls, from billing Medicare for any outpatient service that was provided within one to two days of an inpatient admission that was to be reimbursed under the prospective payment system.  On January 1, 1991, the regulation was changed to distinguish between diagnostic and nondiagnostic outpatient services.  Diagnostic outpatient services provided within three days of an admission were to be included in the DRG payment regardless of whether they were related to the admission.  All nondiagnostic services, regardless of whether they were related to the admission, were also required to be included in the DRG payment if provided within one to two days of the admission.  On October 1, 1991, the regulation was again changed, but only with regard to nondiagnostic services.  Diagnostic services remained the same.  The new change dictated that a nondiagnostic outpatient service that is related to the admission and performed within three days of the admission must be included in the admission.  However, a nondiagnostic outpatient service that is unrelated to the admission may be billed separately. 

Implications to health care institutions are potentially severe in the event such institutions do not have adequate controls in place to monitor their compliance with the 72-Hour Window rule.  Essentially, the outpatient charges could be deemed to be overpayments which would result in a repayment to the payor and potentially penalties and interest.  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 1500 settlements have been reached in 25 states for a total recovery of approximately $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. 

B.Operation Bad Bundle 

In 1996, the government initiated Operation "Bad Bundle."  The government issued demand letters to several Ohio hospitals regarding billing practices for laboratory tests.  The government focused its review on Medicare claims for blood chemistry, hematology profiles and urinalysis tests.  The initiative was precipitated by findings of a fiscal intermediary, which reported a pattern of unbundling of outpatient blood chemistry tests, double billing and ordering of medically unnecessary tests.  The investigation began with the purpose of identifying hospitals that unbundled tests when using automated equipment.  Prior to October 1996, intermediaries could automatically bundle multiple automated profile codes billed on the same claim form for the same date of service.  Modifications to the automated test listing were left to the discretion of the intermediary.  After October 1996, intermediary discretion was eliminated and modifications had to be presented to the Health Care Financing Administration ("HCFA").  HCFA no longer permitted intermediaries to automatically bundle multiple automated profile codes that are billed on the same claim form for the same date of service.  Furthermore, HCFA tightened guidelines concerning "medical necessity." 

Recently, the government has expanded its investigations to include questioning physicians to ascertain whether tests were medically necessary.  Specifically, this questionnaire asks the physicians to provide "assistance" to confirm that the physicians both requested the services provided and billed to the Medicare program by the laboratory and received and considered the test results in the treatment of the patient.  The questions are intended to determine the physician's intent in ordering laboratory tests, and whether the physician has the choice in selecting available automated hematology profiles.  By stressing laboratory tests that were requested, received and considered, and by questioning the attending physician's intent when ordering these tests, the Office of Inspector General ("OIG") is clearly attempting to determine whether the tests ordered stand up to Medicare's definition of "medical necessity." 

To date, federal enforcement efforts have focused on hospitals in the Eastern United States, but will soon include nearly 5,000 additional hospitals nationwide.  According to the OIG's Semiannual Report for the period ending March 31, 1998, these investigations have yielded recoveries to the United States of more than $26 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. 

C.DRG Upcoding 

In 1997, the government began examining the accuracy of certain ICD9 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 over utilization 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.  At present, OIG is investigating more than 100 hospitals for upcoding bacterial pneumonia and has settled with one hospital for $600,000. 

The government believes that several factors have contributed to the upcoding, including information system software difficulties and/or consultants who advise revenue enhancement.  In either case, the government will request a multitude of records when investigating this area, including, but not limited to, medical records, as well as hospital documents such as audit results, computer program analyses and consultant reports. 

On October 23, 1996, the Deputy Inspector General for Investigations issued Fraud Alert OIG 9701, entitled "Billing Consultants Maximizing Revenue."  The Fraud Alert identifies the existence of a number of consulting services that purport to maximize billings for laboratory, emergency room and radiology services.  These consulting firms, the Fraud Alert contends, offer increased billing by "correcting" coding errors in return for a percentage of the revenue increase.  The OIG has concluded that this arrangement, one in which there is virtually no incentive to correct errors which do not financially benefit the consulting firm, "is ripe for upcoding, unbundling and other manipulation which increases costs to the Medicare program."  To date, the government has investigated numerous coding consultants (and their hospital clients), has brought several FCA actions against these groups, and has recovered substantial amounts in settlement payments. 

The government has indicated that the DRG Upcoding initiative will extend well beyond the issue of pneumonia and that future investigations will include other diagnostic related groups. 

D.DRG Transfer 

One of the government's more recent initiatives involves transfers and/or discharges between PPS hospitals, or between one hospital participating in the prospective payment system ("PPS") and one non-PPS unit.  Under Medicare reimbursement rules, the transferring hospital is permitted to receive a per diem payment based on the length of stay, and the receiving hospital is to be paid a DRG payment based on the final discharge code.  OIG believes that transferring hospitals improperly submit claims for the full DRG payment, rather than the per diem amount.  Based on two OIG analyses of this issue (in 1986 and 1996), the government believes it has uncovered overpayments (to transferring hospitals) of more than $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.
