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INTRODUCTION 

On January 7, 1999, the Office of the Inspector General ("OIG") released a Special Fraud Alert (the "Alert") cautioning physicians against improperly certifying the medical necessity of certain Medicare items and services, including durable medical equipment ("DME") and home health services 1. The OIG, an investigative branch of the Department of Health and Human Services ("HHS"), periodically issues Special Fraud Alerts to identify patterns of conduct it believes may violate federal health care laws.  The most recent Alert, based on OIG audits of various providers, instructs physicians as to the significance of properly certifying the medical necessity of covered services, cautions medical professionals about being unwittingly "duped" by unscrupulous vendors (such as DME suppliers) and warns providers of the extreme sanctions awaiting those who recklessly or deliberately fail to appropriately execute Medicare certifications.
  

SUMMARY 

A. Background
In issuing the Alert, the OIG notes that recent audits indicate that physicians order medically unnecessary DME and home care, and that physicians' laxity in completing Medicare certifications contributes to fraud and abuse by other providers and suppliers.  The OIG advises that it issued the Alert both to educate and remind physicians of the legal and programmatic significance of their certifications of home health care services and durable medical equipment reimbursed under Medicare or other programs, and to make physicians aware of the penalties awaiting those who improperly certify a service as medically necessary. 

The Alert reminds providers of the purpose of physician certification for Medicare, noting that medical necessity—as certified by the physician—is a condition of Medicare coverage.  It explains that a Medicare beneficiary's treating physician makes a judgment regarding the medical necessity of services for the patient, and that this judgment plays an important role in Medicare's determination of the necessity of the services.  The payment for many Medicare items and services is conditioned on a certification signed by the treating physician attesting to the medical necessity of the item or services furnished to the beneficiary. This attestation is required when the physician orders services or supplies for a beneficiary that are billed and provided by an independent supplier or provider.  This certification of medical necessity may be in the form of a prescription, order or Certificate of Medical Necessity ("CMN").  The OIG advises that certification is especially important in the areas of home health services and DME. 

The Alert does not, unlike some recent prosecutions, seem to question the physician's substantive medical judgment as to the medical necessity of the care provided to a particular category of patients.  Rather, it focuses on the timing of and basis for the physician's attestation to the medical necessity of the care.  Although not a focus of the Alert, providers should remain cognizant that, substantively and as a matter of documentation, OIG continues to focus on medical necessity, and is pursuing enforcement actions based on lack of medical necessity nationwide.
  

B. Certification of Home Health Services
As described in the Alert, Medicare reimburses Medicare-certified home health agencies for home health care provided under a physician's plan of care to a homebound patient.  These services may include skilled nursing services, home health aide services, physical and occupational therapy and speech-language pathology services, medical social services, medical supplies (other than drugs and biologicals), and DME.  The beneficiary's physician must order the home health services before the services are furnished.  

In addition, the Alert describes that, as a condition for payment, Medicare requires a patient's treating physician to certify initially (and recertify at least every 62 days) that: 

· the patient is confined to the home
  

· the individual needs or needed (i) intermittent skilled nursing care; (ii) speech or physical therapy or speech-language pathology services; or (iii) occupational therapy or a continued need for occupational therapy (payment for occupational therapy will be made only upon an initial certification that includes care under (i) or (ii) or a recertification where the initial certification included care under (i) or (ii));
  

· a plan of care has been established and periodically reviewed by the physician; and
  

· the services are (were) furnished while the patient is (was) under the care of a physician. 

The Alert emphasizes the importance of timing of the certification as well.  Among other things, it cautions that the certification must be provided: prior to the services being furnished, at the time the treatment plan is established (or as soon as possible thereafter), and prior to submitting the claim to Medicare. 

In short, the physician must certify that the patient is confined to the home, needs intermittent skilled nursing care, speech or physical therapy, speech-language pathology services, or occupational therapy, and is receiving the services under the care of a physician.  Further, the physician must certify that a plan of care has been established and is under periodic review and must provide the certification at the proper time.
  

C. Certification of DME
The Alert also warns providers about improper DME certification.  For purposes of the Alert, OIG defines DME as equipment that (1) can withstand repeated use; (2) is primarily used for a medical purpose; and (3) is not generally used in the absence of illness or injury.  The Alert describes that Medicare will cover medical supplies that are necessary for the effective use of DME, surgical dressings, catheters and ostomy bags.  Medicare will cover DME and such medical supplies if they are ordered or prescribed by a physician.  The beneficiary's treating physician must personally sign and date the order or prescription.  The order or prescription must also contain the beneficiary's name and address, a description of the items needed, the start date of the order, the diagnosis and an estimate of the total length of time the equipment will be needed.  

Certain kinds of DME require a Certificate of Medical Necessity signed by the treating physician, unless the equipment is provided as part of a plan of care for home health services.  The provider or supplier of such DME must keep the CMN with the treating physician's original signature and date on file.  A CMN is a four-part document, two parts of which must be completed by the treating physician.  Per the OIG, by signing the CMN, the physician formally represents that (1) he is the treating physician and the information regarding his address and unique physician identification number is correct; (2) the entire CMN was completed prior to affixing the physician's signature; and (3) the information relating to medical necessity is true, accurate, and complete to the best of the physician's knowledge.
  

D. Physician Liability
The OIG states in the Alert that a physician is not personally liable for erroneous claims due to mistake, inadvertence or negligence.  However, given the number and type of recent civil False Claims Act prosecutions and similar federal enforcement actions, providers should derive little comfort from this statement.  As the Alert explains, a physician who knowingly signs a false or misleading certification or who signs a certification with reckless disregard for the truth can be subject to criminal, civil and administrative penalties.  These penalties include: 

· criminal prosecution
  

· fines as high as $10,000 per false claim plus treble damages; or
  

· administrative sanctions that include exclusion from participation in federal health care programs, withholding or recovery of payments, loss of license or disciplinary actions by state regulatory agencies. 

According to the OIG, physicians may violate the law if they: 

· sign a certification as a "courtesy" to a patient, service provider or DME supplier when they have not first made a determination of medical necessity;
  

· knowingly or recklessly sign a false or misleading certification that causes a false claim to be submitted to a federal health care program; or
  

· receive any financial benefit for signing a certification. 

Examples of inappropriate certifications discovered through OIG investigations of home health service providers and DME suppliers/providers are described in the Alert.  The OIG reminds physicians that although they may not be intentionally participating in fraud, signing a false or misleading certification through mistake, inadvertence or negligence may result in the perpetration of fraud on Medicare by suppliers or providers of home health services and DME.  Should physicians come across suspicious activity in connection with the solicitation or completion of certifications, the OIG asks them to report the activity to the OIG.
  

CONCLUSION 

This OIG Special Fraud Alert represents the most recent fraud advisory from OIG identifying practices which may expose providers to civil, criminal and administrative sanctions.  Combined with prior Fraud Alerts, the various OIG Compliance Guidance releases and recent changes in federal law, this Alert contributes to the significant and detailed body of regulatory guidance to health care providers that OIG has provided in recent months.  OIG expects providers to be aware of the guidance (such as this Fraud Alert) it regularly disseminates, and expects that all health care providers will adapt their Corporate Compliance Programs, and other efforts to assure compliance, accordingly. 

Although many providers have, within the past two to three years, developed detailed and sophisticated Compliance Programs, many have not updated their Programs regularly and have not adapted them to reflect the official guidance received from OIG in 1998, or to incorporate recent changes in federal law.  Since OIG expects—and will, in an enforcement action, demand—truly "effective" and current compliance efforts, providers should ensure their Programs have incorporated all major changes in law and all significant sources of regulatory enforcement guidance.  We expect that OIG's efforts to advise the industry, and to aggressively prosecute health care fraud, will continue into the new year and that providers who fail to develop or maintain the effectiveness of their Compliance Programs will wish they had done so. 

Please feel free to contact the authors with questions or comments about this Fraud Alert or about health care enforcement or compliance generally at (402) 346-6000. 

Footnotes: 

*  Thomas J. Kenny is a litigation partner at Kutak Rock.  His practice focuses on defense of health care providers in civil, criminal and administrative proceedings.  Dr. Fiala is an associate in the health care division at Kutak Rock.  She is also a Board-certified pediatrician.
1. The Alert was posted in its entirety on the Internet at http://www.oig.hhs.gov/fraud/docs/alertsandbulletins/dme.htm.  The accompanying press release can be found on the Internet at http://www.oig.hhs.gov/fraud/docs/alertsandbulletins/dmepress.htm.  The Alert was also published in the Federal Register on January 12, 1999. 64 Fed. Reg. 1813 (1999).  
