SUMMARY OF "STARK II" PROPOSED RULES 

Introduction 

On January 9, 1998, the Health Care Financing Administration ("HCFA") of the United States Department of Health and Human Services ("HHS") issued a proposed rule containing regulations ("Proposed Regulations") regarding physician referrals to health care facilities with which physicians have financial relationships. These regulations interpret section § 1395nn of title 42 of the United States Code ("Stark Legislation"), which prohibits certain physician referrals for designated health services. A 60-day comment period applies to these Proposed Regulations; comments will be considered if received by March 10, 1998. 

Until the Proposed Regulations are finalized, physicians and entities having financial relationships with physicians are not required to comply with the requirements of the Proposed Regulations except to the extent that they reflect existing law or regulatory requirements. However, a careful study of the Proposed Regulations is worthwhile for several reasons. First, denial of reimbursement and other sanctions may be imposed for conduct which is deemed to violate the Stark Legislation itself, and the Proposed Regulations provide some insight as to which issues the government considers unsettled and which it may assert are clear under the statute. Second, providers may benefit from reviewing whether current arrangements and arrangements under consideration will require significant modification if the Proposed Regulations are finalized without significant change. Third, physicians and entities having financial relationships with physicians may wish to submit comments to HCFA suggesting changes in the Proposed Regulations. 

This summary highlights the key provisions of the Proposed Regulations. It also provides information regarding a proposed rule regarding the issuance of advisory opinions with respect to the Stark Legislation. As a summary, it is not intended to be an exhaustive description and is not intended to constitute legal advice. 

Proposed Regulations 

The Proposed Regulations would modify final regulations that were published on August 14, 1995 (the "Stark I Regulations"). The Stark I Regulations address specifically the provisions of the Stark Legislation addressing physician referrals for clinical laboratory services. The Proposed Regulations reflect the expansion of the Stark Legislation effective January 1, 1995 to cover physician referrals for a broader class of "designated health services"1 and to extend aspects of the referral prohibition to the Medicaid program, as well as other revisions to the Stark Legislation that were effective January 1, 1995. 

Reporting Requirements. The Proposed Regulations would extend the reporting requirements of the Stark I Regulations to all designated health services. Under the Proposed Regulations, each health care facility which provides Medicare-covered services must report to the HHS Secretary, on a HCFA-prescribed form which will be developed, certain information concerning the health care facility's investment, ownership and compensation arrangements with physicians, including the names and unique provider identification numbers ("UPINs") of all physicians (or physicians' immediate family members) who have a financial relationship with the health care facility. This information may be publicly disclosed. 

Two significant changes were made by the Proposed Regulations to the reporting requirements existing under the Stark I Regulations. First, rather than requiring updated information every 60 days, HCFA would require updated information on an annual basis. Second, while the Stark I Regulations exempted from reporting requirements financial relationships qualifying for an exception under the Stark Legislation, HCFA now intends to require information regarding excepted relationships as well. This would place a significant administrative burden on hospitals and other providers with many financial relationships with physicians and their family members. 

Entities are not required to fulfill the reporting requirements at this time. When HCFA has developed these procedures, it intends to publish the procedures in a future proposed notice with an opportunity for public comment. 

Application of Referral Prohibitions to the Medicaid Program. The Proposed Regulations interpret provisions of the Omnibus Budget Reconciliation Act of 1993, which extended physician referral limitations under the Medicare program to the Medicaid program. Under the Proposed Regulations, states would be denied Federal financial participation ("FFP") payments under the Medicaid program for designated health services which are provided to individuals as a result of physician referrals for which payment would be denied under the Medicare program. The Proposed Regulations also reflect the extension of the reporting requirements to entities which furnish designated health services under the Medicaid program. Under the Proposed Regulations, referral limitations would be applicable to all designated health services for which payment may be made under the Medicaid program, whether or not a referring physician is qualified to participate in the Medicaid program. In addition, the Proposed Regulations clarify that for purposes of the referral limitations, the term "physician" would be defined according to the broader Medicare, rather than narrower Medicaid, definition and that the referral prohibitions would apply to Medicaid-covered designated health services, whether or not Medicaid coverage differs from Medicare coverage. 

In the Proposed Regulations, HCFA would limit its role in extending the Medicare physician referral limitations to the Medicaid program in two significant ways. First, by denying FFP payments, HCFA would refrain from directly regulating physician referrals for Medicaid-covered designated health services, instead relying on states to take such action as they may deem appropriate to protect their FFP payments. Second, HCFA has determined that health care facilities which provide Medicaid-covered designated health care services should report financial relationship information directly to the states according to procedures and requirements which the states would enact. Thus, the Proposed Regulations contemplate dual reporting systems for health care facilities, at the state level for Medicaid-covered services and at the federal level for Medicare-covered services. 

Definitions. The Proposed Regulations provide helpful guidance by providing new or expanded definitions of a number of terms used in the Stark Legislation. Among the terms defined in the Proposed Regulations are the following: 

Designated Health Services. As noted above, the Proposed Regulations reflect the expansion of the scope of the Stark Legislation, effective January 1, 1995, from clinical laboratory services to designated health services. The introductory comments to the Proposed Regulations (the "Preamble") and the Proposed Regulations themselves provide useful guidance regarding which items and services are included in the various designated health services. Some of the most significant clarifications are as follows: 

· "physical therapy services" and "occupational therapy services" include outpatient physical therapy services, including speech-language pathology services, and other physical therapy services and outpatient occupational therapy services covered under Medicare Part A or B, regardless of who provides them, the location in which they are provided, or how they are billed; 

· radiology services and radiation therapy services and supplies include procedures using x-rays, ultrasound or other imaging services, computerized axial tomography, magnetic resonance imaging, radiation, or nuclear medicine and diagnostic mammography services, but do not include screening mammography services (because such services, if covered, are always appropriate) or invasive or interventional radiology services in which the imaging modality is used to guide a needle, probe or catheter accurately (because the radiological aspect of the procedure is incidental to a procedure that is unlikely to be overused for the radiological revenue); 

· home health services include only those services provided by a home health agency ("HHA"); 

· outpatient prescription drugs include only those drugs covered under Medicare Part B and exclude drugs furnished by providers under Medicare Part A and erythropoietin and other drugs furnished for an individual who dialyzes at home or in a facility); and 

· psychiatric hospital services and rural primary care hospital services will be included as inpatient hospital services, but end renal stage dialysis services are excluded. 

According to the Proposed Regulations, a designated health service remains one, even if it is billed as something else or is subsumed within another service category by being bundled with other services. 

Direct Supervision. Under the Proposed Regulations, in order for the in-office ancillary services exception under the Stark Legislation to apply, the services must be furnished personally by: (i) the referring physician, (ii) a physician who is a member of the same group practice as the referring physician or (iii) individuals who are "directly supervised" by the referring physician or, in a group practice situation, by another physician member of the same group practice as the referring physician. The Proposed Regulations would define "direct supervision" to mean supervision by a physician who is present in the office suite in which the designated health services are being furnished, throughout the time they are being furnished. However, a physician is still considered present for this purpose during brief unexpected absences, routine absences of short duration and unexpected medical emergencies. 

Entity. The Proposed Regulations would define "entity" to include a physician's sole practice, or a practice of multiple physicians that provide for the furnishing of designated health services, as well as any other sole proprietorship, trust, corporation, partnership, foundation, not-for-profit corporation or unincorporated association. This clarifies that a physician or group need not be separately incorporated or otherwise organized to be subject to the Stark Legislation restrictions regarding referrals to an entity. 

Fair Market Value. Under the Proposed Regulations, for purposes of the exceptions under the Stark Legislation that involve compensation paid for assets, and any arrangements for items or services, including employment relationships, personal services arrangements, and rental agreements, fair market value is defined as the value in arm's-length transactions, consistent with the "general market value." HCFA proposes to define "general market value" as the value which is determined based upon the result of bona fide bargaining between well-informed parties. The definition of "fair market value" for rentals or leases would continue to include additional requirements under 42 C.F.R. 411.351 that fair market value not take into account the intended use of the property or additional value resulting from proximity to a referral source lessor. 

Financial Relationship. The Proposed Regulations would modify the definition of "financial relationship" to clarify that an indirect ownership or investment interest held by a physician (or a family member of the physician) in an entity providing designated health services may be removed by an unlimited number of levels. 

Group Practice. The Proposed Regulations would significantly modify the definition of a "group practice," with implications that are explained in some detail in the Preamble. These changes are relevant to which practices would be able to qualify as group practices, which, in turn, is relevant for purposes of the "physicians' services" and "in-office ancillary services" exceptions and for purposes of structuring compensation arrangements. 

The Preamble states that a group practice must consist of only one legal entity, and cannot consist of several legal entities that are, in turn, organized into the one group. However, "one legal entity" may include a group composed of owners who are actually individual professional corporations, or physicians who are individually incorporated. 

HCFA proposes a change in the definition of a member of a group practice to exclude independent contractors. "Members of the group" would include physician owners (including physicians whose ownership is held by their individual professional corporations) and employees. Whether a physician is a "member" of the group is relevant for purposes of determining whether two requirements for group practice status are met. These requirements are: (1) that each group member furnish substantially the full range of patient care services that the physician routinely furnishes through the joint use of shared office space, facilities, equipment and personnel, and (2) that at least 75% of the patient care services of the physicians who are members of the group are furnished through the group and billed under a billing number assigned to the group, with amounts received treated as receipts of the group. For purposes of these requirements, exclusion of independent contractors generally will make it easier for groups to qualify as group practices. HCFA proposes to include as group practice members any physicians during the time they furnish "patient care services" to the group rather than just during the time they furnish services to patients of the group that are furnished through the group and billed in the name of the group. This would allow physicians to count time spent providing administrative services (such as training staff members, arranging for equipment, or performing administrative and management tasks, but not outside teaching or research) to the group. 

Whether a physician is a "member" of a group is also relevant for purposes of the requirement that members of the group personally conduct at least 75% of the group's physician-patient encounters (here, exclusion of independent contractors may make it more difficult to qualify). Another significance of independent contractors not being treated as members is that these physicians would no longer be able to supervise the provision of designated health services under the in-office ancillary services exception. 

Under the Proposed Regulations, a group can have more than one billing number, as long as each number has been assigned to the group, and billing may be performed by an agent for the group, under the group's name, using the group's billing number. However, payment for group services through a separate entity that bills in its own right, under its own billing number, would not be allowed. 

The Stark Legislation requires that overhead expenses and income must be distributed in accordance with methods "previously determined". The Proposed Regulations clarify that this means that a group practice would have to have distribution methods in place prior to the time period the group has earned the income or incurred the costs. 

Under the Proposed Regulations, overhead expenses would have to be allocated and income distributed according to methods that indicate that the group practice is a unified business (i.e., methods that reflect centralized decision making, pooling of revenues and expenses, and a distribution system not based on each satellite office operating as a separate enterprise). Significantly, HCFA states that "[w]e would impose this additional standard under our authority . . . to add standards by regulation to the definition of a group practice," suggesting that groups that now calculate incentive compensation taking into account income or expenses of the physician's practice location may not need to restructure those arrangements prior to the Proposed Regulations being finalized. 

The Proposed Regulations would restrict the flexibility of group practices in setting incentive compensation. Under the Stark Legislation, the compensation of a physician member of a group practice can reflect over-all profits of the practice, but may not relate directly to the volume of value of that physician's own referrals of designated health services. Under the Proposed Regulations, a group practice physician's compensation may reflect a productivity bonus for designated health services the physician personally performs, or "incident to" services the physician directly supervises, but only if the services result from the referral of a physician other than the one performing or supervising the service. The impact of this change would be reduced, however, by the narrow definition of "referral" adopted by the Proposed Regulations, described below. 

Referral. The Proposed Regulations would modify the definition of "referral" to include only those requests that involve the furnishing of designated health services. Thus, referrals for other types of services or for services for non-Medicare or Medicaid patients are not "referrals". Arrangements involving these latter referrals may, however, affect the application of Stark Legislation requirements relating to "other business" between a physician and a referral recipient and are explicitly taken into consideration in the new "fair market value" exception discussed below. 

Under the Proposed Regulations, "referrals" would include situations in which physicians refer to themselves (even if the physician furnishes the service personally) or among themselves. A physician's request for designated health services would occur when a physician asks for a service in any way or indicates that he or she believes the service is necessary (i.e., by verbally stating that the service is necessary, entering a description of the service into the patient's records or onto a medical chart, or writing a prescription). 

Applying this definition in the context of group practice compensation arrangements, the Proposed Regulations state that a group practice could compensate its members based on the volume or value of referrals for designated health services for non-Medicare/Medicaid patients. However, the Proposed Regulations state that if such an approach was taken, the group would be required to separately account for revenues and distributions relating to referrals for designated health services for Medicare and Medicaid patients, and could be challenged if payments for nonprogram referrals appeared inconsistent with the fair market value of those referrals. The Proposed Regulations also note that, while a group member's compensation can reflect overall profits, the method of dividing such profits could not relate directly to who made the referral. 

Remuneration. Under the Stark Legislation, remuneration does not include the provision of items, devices or supplies used solely (a) to collect, transport, process or store specimens for the entity providing the same, or (b) to order or communicate the results of tests or procedures for the entity. The Preamble clarifies that HCFA does not consider equipment (such as disposable or reusable aspiration and injection needles and snares) that can also be used for other procedures as covered by this exception. Items or devices that can be used repeatedly would be presumed not to fall within the exception. 

Although discounts may be a form of remuneration for some designated health services, the Preamble clarifies that a discount meets the fair market value standard, and is thus not considered to be remuneration, if it (a) is the result of an arm's-length transaction; (b) is offered to all similarly situated individuals, regardless of referrals; (c) does not reflect the volume or value of any referrals the physician has made or will make to the entity; and (d) is passed on to Medicare or other insurers. In addition, a new exception in the Proposed Regulations would allow discounts to physicians that are based on the volume of referrals to an entity, provided such discounts are passed on in full to patients or their insurers. 

General Prohibition on Referrals. The prohibition on referrals of designated health services under the Stark Legislation would apply to designated health services which "may be" covered under Medicare, regardless of whether Medicare would actually pay for the particular service, at the time, for that particular individual (i.e., because the individual has not met his or her deductible). 

General Exceptions That Apply to Ownership or Investment Interests and to Compensation Arrangements. The Proposed Regulations address the following exceptions applicable under the Stark Legislation to both ownership/investment interests and compensation arrangements: 

Exception for Physician Services. The Preamble states that this exception would not apply to services performed under a physician's supervision, such as ancillary or "incident-to" services, but only to services provided personally by a physician who is a member of the same group practice as the referring physician or by a nonmember physician who is personally supervised by a group practice physician. Personal supervision would be present if a group practice physician was legally responsible for monitoring the results of any test or other designated health service provided by the nonmember physician and was available to assist, although he or she would not need to be present while the service was being furnished. 

Exception for In-office Ancillary Services. The in-office ancillary services exception under the Stark Legislation requires, among other things, that the services be furnished in a building in which the referring physician or another member of the group practice furnishes physicians' services unrelated to the designated health service, or in another building which is used by the group practice for the provision of some or all of the group's clinical laboratory services or for the centralized provision of the group's other designated health services. According to the Preamble, a service would be furnished wherever a procedure was actually performed upon a patient or in a location in which a patient received and began using an item. The Proposed Regulations define the same "building" as one physical structure, with one address, as opposed to multiple structures connected by tunnels or walkways. A location would be centralized if it serviced more than one of a group's offices and furnished one or any combination of designated health services; a group could have more than one centralized location. 

A physician member of a group practice would not be able to use the in-office ancillary exception to refer to other group practice members for services he or she intended to bill independently. A group practice physician billing independently would be considered a solo practicing physician under these circumstances. If a physician billed for a service independently, other group members could not directly supervise those services for the referring physician. 

The Proposed Regulations would permit physicians to provide crutches under the in-office ancillary exception provided that the physician realized no direct or indirect profit from furnishing the crutches. This change reflects comments from physicians pointing out that requiring patients to obtain crutches from other sources can result in hardship to those patients. 

Exception for Services Provided Under Prepaid Health Plans. The Proposed Regulations would interpret the exception for prepaid health plans broadly to cover not only services furnished by the organizations specified in the exception, but also those furnished to the organization's enrollees by outside physicians, providers or suppliers under contract with these organizations, as well as services furnished to enrollees by those with whom these outside physicians, providers and suppliers had contracted. HCFA proposes to add a new exception that would apply to managed care entities that provide designated health services to Medicaid eligible enrollees under contracts with State Medicaid agencies. 

Hybrid structures, such as those using both fee-for-service and capitated billing, would not be specifically excepted, and HCFA makes no guarantee that these "hybrid" structures would all be free from any risk of patient or program abuse. The Preamble states that these evolving structures would need to continue to rely on other exceptions. 

Exceptions That Apply Only to Ownership or Investment Interests. There are two noteworthy proposed modifications relating to the Stark Legislation ownership or investment interest exceptions. First, the Proposed Regulations would modify the exception relating to ownership by a physician (or a family member) in publicly traded securities to clarify that the exception would still apply even if a physician or family member inherited or otherwise acquired securities without actually purchasing them, as long as such securities could have been purchased on the open market at the time they were acquired. Second, HCFA states in the Preamble that it believes that the exception for hospital ownership applies only to designated health services that are furnished by a hospital, and not to services furnished by any other health care providers that the hospital owns. 

Exceptions That Apply Only to Compensation Arrangements. The Proposed Regulations would affect the Stark Legislation exceptions for compensation arrangements as follows: 

"Fair Market Value" Exception. The Proposed Regulations would provide a new exception for compensation arrangements meeting the following requirements: 

· the arrangement is in writing; 

· the arrangement covers only identifiable items or services, all of which are specified in the agreement; 

· the arrangement covers all of the items and services to be provided by the physician or family member to the entity (this requirement could be met by cross-referencing other agreements that may exist between the parties); 

· the arrangement specifies the time frame for the arrangement (the arrangement could be for less than one year and could contain a termination clause, but the parties could enter into only one arrangement for the same terms or services during the course of a year; an arrangement of less than one year could be renewed if the terms and compensation for the same items or services did not change); 

· the arrangement must specify the compensation (which has been set in advance, reflects fair market value, and does not take into account the volume or value of any referrals or other business generated between the parties, including medical services that are not covered under Medicare or Medicaid); 

· the arrangement must involve a transaction that is commercially reasonable and furthers the legitimate business purposes of the parties; and 

· the arrangement must comply with the Anti-kickback Statute (42 U.S.C. Section 1320a-7b(b)), by meeting a safe harbor or otherwise. 

"De minimis" exception. HCFA proposes a new exception for certain forms of "de minimis" compensation, including noncash items or services which do not exceed $50 per gift, with an annual aggregate limit of $300. The exception would apply only in situations in which the entity providing the compensation makes it available to all similarly situated individuals, and the compensation could not be based in any way on the volume or value of referrals. 

Volume or Value of Referrals. The Preamble interprets the term "volume or value of referrals," used in many of the exceptions relating to compensation arrangements, as a standard uniformly meant to cover (and thus exclude from an exception) other business generated between the parties to the arrangement. Thus, if a party's compensation contains payment for other business generated between the parties, this extra payment would need to separately fall within one of the exceptions. The Proposed Regulations take the position that if a physician is required to make referrals within the employer's network, then this standard is not met because the physician may receive no further compensation if he or she does not refer as required. However, this standard would not be violated in situations in which physicians refer patients within a network at the patients' own request, rather than under an entity's mandate, even if the entity has encouraged patients to remain within the network through various incentives. 

Exception for Bona Fide Employment Relationships. HCFA proposes to limit productivity bonuses under employment contracts by allowing such bonuses only if they are not directly related to the volume or value of a physician's own referrals. Thus, a physician employee could receive incentive compensation based upon the designated health services that he or she performs only if such services were not referred by that physician. HCFA justifies this additional restriction, which would parallel the standard for productivity bonuses for group practice members, as necessary to prevent abuse. The Preamble clarifies that bona fide employees, unlike group practice members, cannot receive productivity bonuses for "incident to" services. 

Exception for Personal Service Arrangements. Under the personal service arrangements exception, HCFA proposes to allow multiple agreements, provided that each agreement meets all of the requirements of the exception and all separate agreements between the entity and the physician and the entity and any family members incorporate each other by reference. In addition to arrangements with individual physicians and their immediate family members, HCFA also proposes to allow arrangements with group practices. HCFA also proposes to allow a physician (or a family member) to actually perform the services himself or herself, or to enter into an agreement to provide these services through technicians or others he or she employs. However, equipment or other items that may be a part of the arrangement must fall within a separate exception. 

Under the Stark Legislation, compensation under a personal services arrangement cannot be determined in a manner that takes into account to volume or value of any referrals or other business generated between the parties except in the case of a "physician incentive plan." The Preamble clarifies that the physician incentive plan exception would apply only where the entity paying the physician or group is the kind of entity that enrolls its patients (e.g., a health maintenance organization). 

Exception for Remuneration Unrelated to the Provision of Designated Health Services. According to the Preamble, remuneration must be completely unrelated to the furnishing of designated health services for this exception to apply. If a physician making referrals to a hospital for designated health services was also receiving excessively high payments from the hospital for an unrelated item or service, HCFA would presume that these overpayments relate to the designated health services because they reflect the volume or value of the physician's referrals. 

Exception for a Hospital's Payments for Physician Recruitment. In the Preamble, HCFA takes the position that this exception applies only to those situations in which a physician resides outside the geographic area and must actually relocate in order to join a hospital's staff. Payments by a hospital to physicians living in the hospital's geographic area, or to a group practice that intends to employ the physician and contracts with the hospital, would not qualify for this exception (but might, depending upon the circumstances, be excepted under the fair market value exception). 

Exception for Payments by a Physician for Items and Services. HCFA proposes to modify the exception allowing physician payment for "other items and services" by clarifying that the term "other items and services" means any kinds of items or services that a physician might purchase (not just those defined as "services" under Medicare), other than clinical laboratory services (which also continue to be excepted). However, this exception would not cover those items or services specifically listed under another compensation exception. 

Responses to Questions About the Law. The Preamble contains HCFA's responses to a number of questions regarding the Stark Legislation. The following responses may be particularly significant: 

Compensation Arrangements. The Preamble notes HCFA's belief that a physician or family member can receive compensation from an entity even if it is funneled through an intervening entity and even if the payment changes form before the physician receives it. HCFA also takes the position in the Preamble that a physician can receive indirect compensation through a nonprofit organization that is controlled by an individual in a position to influence the physician's referrals. However, status as coventurers would not in and of itself constitute a financial relationship. 

Ownership. The Stark Legislation provides that an ownership or investment interest may be through equity, debt or other means. The Preamble clarifies that a physician or family member could hold an ownership interest through debt if he or she had lent money or given other consideration to the entity and the debt was wholly or partially secured by the entity's assets or property, and also could exist in other debtor-creditor relationships with some indicia of ownership (e.g., participation in revenue, subordinated payment terms, low or no interest terms, or ownership of convertible debentures). A loan from an entity, however, would not constitute an ownership interest in the entity. 

The Preamble further provides that membership in a nonprofit corporation would not constitute an ownership or investment interest, but that an option to purchase an interest in an entity would constitute an ownership interest. 

Effect of a physician's financial relationship on other group practice members. The Stark I Regulations define a referring physician to include a physician whose group practice makes a referral; accordingly, a nonexcepted financial relationship between an entity and any group physician (or immediate family member) would taint referrals from the entire group. HCFA now proposes to delete the reference to the group practice and limit scrutiny of referrals by other physicians in the same practice as the physician with a financial relationship with the referral recipient to those that could be challenged on another basis (e.g., because the physician with the financial relationship can influence or control referrals by other group members, or because referral patterns reveal a circumvention scheme). 

Attribution. The Preamble addresses certain situations where a physician would be considered to be equivalent to another provider. For example, the Preamble states that a referring physician with a significant ownership or controlling interest in a facility that allowed him or her to determine how and with whom the facility would conduct its business would be equated to that facility. The Preamble also states that referrals might be imputed where a physician had the ability to control or influence the individuals who select an entity (but not in all cases where the physician establishes a plan of care and another person or entity carries out the plan of care, as indicated in the preamble to the Stark I Regulations) or if a physician could be compensated for referrals by those who could control or influence the actions of the person selecting the entity. 

Termination clauses. Certain Stark Legislation exceptions require that the arrangement must have a term of at least one year. In the Preamble, HCFA interprets this requirement as permitting termination for good cause, provided that the parties do not enter into a new arrangement within the original one-year period. In addition, HCFA interprets this requirement as mandating that any renewal terms be in at least one-year increments. (The fair market value exception may provide an alternative for parties whose arrangements cannot meet these requirements.) 

Parking spaces. The Preamble clarifies that the provision of parking to a physician who is making rounds would not be considered a financial relationship, but that parking could constitute remuneration if provided for periods of time that do not coincide with the physician's rounds. 

Leases. The Preamble takes a number of significant positions regarding leases, as follows: 

· a lessee could not, within the lease exceptions, sublease the space or equipment. However, a sublease arrangement might, depending upon the circumstances, qualify for the fair market value exception; 

· the lease exceptions would not apply to a capital lease; and 

· a physician could rent equipment to an entity on a per-use basis if such an arrangement is typical and complies with the fair-market-value and other applicable standards. However, the rental payments could not reflect use by patients referred by the lessor physician. 

Requests For Comments. Within the Preamble, HCFA specifically solicits comments on a number of issues: 

Medicare/Medicaid discrepancies in defining services. Where services are defined differently under Medicare and Medicaid, HCFA would look to the State definition unless to do so would be contrary to the underlying purposes of the Stark Legislation. HCFA has asked for comments on how to implement this policy in a manner that will achieve the purposes of the Stark Legislation. 

Services analogous to interventional radiology. As noted above, HCFA would exclude invasive or interventional radiology services from "radiology services" because such procedures are incidental or secondary to another procedure, and as such, there is little likelihood of abuse. HCFA is asking for comments on any other designated health services that should be excluded on a similar basis. 

Surgically implanted devices. HCFA has chosen not to exclude surgically implanted devices from the definition of "prosthetic devices," but requests comments on this issue. 

Lithotripsy. HCFA has chosen not to exclude extracorporeal shock wave lithotripsy ("ESWL") from the definition of "inpatient hospital services." While recognizing that there is little risk of overutilization of these services, HCFA believes that there is the possibility of patient abuse if a physician uses certain equipment because of a financial incentive. HCFA asks for comments regarding the exclusion of ESWL from inpatient hospital services. 

Measures of "substantially all." "Substantially all" (i.e., at least 75%) of the services of group practice members must be billed through the group under a billing number assigned to the group. The Proposed Regulations would measure compliance with the standard based on time spent, but HCFA will consider suggestions on other measures. HCFA states that it will review all suggested methods and use those that are verifiable and are administratively feasible. 

Productivity bonuses. HCFA is asking for comments regarding its interpretation of productivity bonuses as a part of a physician's compensation. HCFA proposes that a physician's compensation may reflect a productivity bonus for designated health services the physician personally performs or, in the case of a group practice physician, "incident to" services the physician directly supervises, provided the services result from the referral of a physician other than the one performing or supervising the service. 

Physician recruitment. A hospital may provide remuneration to a physician to induce the physician to relocate to the geographic area served by the hospital. HCFA is asking for comments on how to define a hospital's "geographic area." 

Hybrid systems. HCFA takes the position in the Preamble that certain hybrid systems that display a mixture of fee-for-service and managed care characteristics may not be free from risk of patient or program abuse, but should be able to continue to function by meeting certain exceptions under the Stark Legislation and in the Proposed Regulations. HCFA asks for comments regarding this matter. 

Reporting. HCFA is developing a plan for the reporting of financial information, and a proposed reporting form will be first published for public comment. If the plan for reporting financial information to HCFA is found to be inadequate and the scope of the reporting requirement is changed, HCFA will provide entities adequate notice to comply. HCFA asks for specific comments on this proposal. 

Effect of falling within an Anti-kickback Statute safe harbor. HCFA requests comments on whether meeting a safe harbor under the Anti-kickback Statute should qualify an arrangement as one that involves no risk of program or patient abuse. 

Advisory Opinions Regarding Physician Referrals 

The Balanced Budget Act of 1997 required the HHS Secretary to issue advisory opinions to those persons or entities requesting advice on whether physician referrals for designated health services, other than clinical laboratory services, would be prohibited under the Stark Legislation. On January 9, 1998, HCFA released an interim final rule with comment period regarding the issuance of Stark advisory opinions. This interim final rule created regulations which became effective on January 9, 1998. However, comments regarding the regulations will be accepted by HCFA until March 10, 1998; if these comments lead to changes in the regulations, HCFA will issue a revised final rule. 

The following list contains highlights of the key procedures for obtaining Stark advisory opinions from HCFA under the interim final rule. Many of these procedures track the procedures for obtaining advisory opinions under the Anti-kickback Statute. 

· Any party to an arrangement may request an advisory opinion. Only a requesting party is entitled to rely on an advisory opinion. 

· A request must involve an existing arrangement or a prospective arrangement which the requesting party certifies will be entered into in the near future. 

· A complete description must be provided to HCFA of the parties involved in the arrangement; the material facts surrounding the arrangement, along with any relevant documents; information concerning relationships between physicians (or physicians' immediate family members) and the health care facility furnishing designated health services; and any information that supports qualification of the arrangement for an exception. 

· Advisory opinions will not address issues of intent, fair market value or bona fide employee status. Advisory opinions will not be rendered for arrangements under investigation. 

· A $250 non-refundable, initial deposit will be charged to a party requesting an opinion. A requesting party must pay for HCFA's actual costs in preparing the opinion before the opinion will be issued. A requesting party may specify a "triggering dollar amount," as further outlined in the regulations, to attempt to limit its expenses. HCFA has established additional procedures for fees if expert advice is required. 

· HCFA will determine within 15 days of receiving a request whether to accept or decline the request, or whether additional information is required. Once a request has been accepted, HCFA will have 90 days, subject to certain tolling periods, to issue an advisory opinion. However, if a request involves a complex arrangement, HCFA will issue an advisory opinion within a reasonable time frame. 

· Advisory opinions once issued will be available on HCFA's Web Site http://www.hcfa.gov/regs/aop/. HCFA may publicly release certain information provided by a party requesting an advisory opinion. 
  

1 These services are defined to include clinical laboratory services, physical therapy services, occupational therapy services, radiology services, including magnetic resonance imaging, computerized axial tomography scans and ultrasound services, radiation therapy services and supplies, durable medical equipment and supplies, parenteral and enteral nutrients, equipment and supplies, prosthetics, orthotics and prosthetic devices, home health services, outpatient prescription drugs and inpatient and outpatient hospital services. 

