Analysis Of Final Stark Law Regulations (Phase I) 

By Christopher D. Phillips 

INTRODUCTION 

On January 4, 2001, the Health Care Financing Administration ("HCFA") issued Phase I of the final Stark Law1 regulations in the form of a final rule with 90-day comment period.  The Phase I regulations address the provisions in paragraphs (a), (b), and (h) of Section 1877 of the Social Security Act (the "Act").  These subsections cover the Stark Law's prohibition on referrals of designated health services ("DHS") by physicians to entities with which they have a financial relationship unless an exception applies, exceptions that pertain to both ownership and compensation relationships, and definitions that are used throughout the Stark Law, including the group practice definition and definitions for each of the DHS.  Phase I also addresses some additional issues, as detailed below.  

Phase II will address the ownership/investment and compensation exceptions in paragraphs (c), (d) and (e) of Section 1877 and the reporting requirements and sanctions under paragraphs (f) and (g), respectively, and will further address the exception (currently in force for clinical laboratory services) for services furnished in an ambulatory surgical center ("ASC"), in an end-stage renal dialysis facility or by a hospice.  Phase II will also address Section 1903(s) of the Act, which extends aspects of the referral prohibition to the Medicaid Program,2 comments received in response to Phase I, certain proposals for new exceptions, and reporting requirements.  

Most of the provisions of the Phase I regulations will become effective on January 4, 2002.  However, liberalized rules regarding physician financial relationships with home health services will be effective February 5, 2001.  

HCFA promises to release Phase II "shortly."  However, because Phase I solicits comments for Phase II that are due by April 4, 2001, it is unlikely that Phase II will be released any earlier than this summer, and, based on experience with previous Stark Law guidance, it may be much longer before Phase II is released and the Stark Law regulatory guidance is complete. 

HCFA previously issued a final rule relating to referrals of clinical laboratory services on August 14, 1995.  It also released proposed regulations regarding the Stark Law on January 9, 1998 covering the same general subject matter as the Phase I guidance and the to-be-provided Phase II guidance.  The Stark Law and the August 14, 1995 rule are currently in effect. 

The January 4, 2002 effective date of most of the Phase I regulations gives the industry time to restructure arrangements that do not comply with the new guidance.  However, it may be advisable for providers to identify any concerns with the new guidance prior to April of this year in order to determine whether it is worthwhile to submit comments seeking modification of the Phase I guidance.  While the new guidance is particularly relevant to group practices, it also contains a number of provisions of importance to other providers. 

KEY DEVELOPMENTS 

The most significant aspects of the Phase I regulations, all of which are explained in detail below, are as follows: 

· Clearer definition of which services are included in the various categories of DHS.  In some cases, this guidance includes lists of specific Current Procedural Terminology ("CPT") and HCFA Common Procedure Coding System ("HCPCS") codes.
  

· Clarification of when an indirect financial relationship exists and creation of a new exception for certain indirect compensation arrangements. 
  

· Exclusion of services personally performed by the referring physician from the definition of "referral."
  

· Liberalization of the requirements for qualifying for group practice status by, among other things, adding flexibility regarding the organizational test, treating independent contractors as "physicians in the group practice" but not as group members (this permits the benefits of group practice status with respect to those physicians without their presence jeopardizing the group's ability to meet the "substantially all" test described below); and interpreting the "unified business test" to permit the use of subgroups (but DHS cannot be shared among a subgroup of fewer than five physicians).
  

· Liberalization of the supervision requirements for in-office ancillary services to mirror relevant payment and coverage requirements.
  

· Clarification of the location rules for in-office ancillary services.
  

· Clarification of acceptable group practice compensation methodologies.
  

· Clarification of key compensation exception terms and rules, including acceptance of per-unit and per-use payment to referring physicians in certain circumstances.
  

· Acceptance of a referral requirement in a contract under specified conditions.
  

· Addition of an exception where DHS are furnished by entities that did not know of or have reason to suspect the identity of the referring physician.
  

· Addition of exceptions permitting provision of certain durable medical equipment ("DME") provided for patient convenience, of certain preventive screening tests, immunizations, and vaccines and of eyeglasses and contact lenses following cataract surgery.  
  

· Implementation and revision of the "fair market value" exception.
  

· Addition of an exception for compensation of faculty in academic medical centers.
  

· Addition of a "risk-sharing" exception for commercial and employer-sponsored managed care plans.  
  

· Implementation and revision of the exception for non-monetary compensation up to $300 per year.  
  

· Addition of an exception for incidental benefits provided to medical staff members.
  

· Addition of an exception for compliance training. 

EXPLANATION OF PHASE I REGULATIONS 

DHS.  The Phase I regulations and preamble provide valuable clarification of the definitions of the various categories of DHS and also provide additional guidance relevant to specific DHS.  The Phase I guidance clarifies that the definitions include the professional component in each case where a professional component is included in the CPT or HCPCS codes representing the service. 

The Phase I guidance includes specific lists of CPT and HCPCS codes defining the following four categories of DHS: 

· Clinical laboratory services.
  

· Physical therapy, occupational therapy and speech-language pathology services.
  

· Radiology and certain other imaging services.  Radiology and other imaging services are excluded when they are themselves invasive procedures that require the insertion of a needle, catheter, tube or probe, whether or not the radiology is used to guide the needle, probe or catheter.  Thus, cardiac catheterizations and endoscopies do not constitute DHS.  However, MRIs and CAT scans are DHS even if they involve contrast injection.  Radiology procedures that are integral to the performance of and performed during a non-radiology medical procedure are not DHS.  However, non-concurrent services such as a CAT scan or chest x-ray performed before or after another procedure are DHS.  
  
· Radiation therapy services and supplies. 

Phase I defines the following two categories of DHS and specifies that they include all of the HCPCS Level II codes associated with the category: 

· Durable medical equipment and supplies.  "Durable medical equipment and supplies" has the meaning given in Section 1861(n) of the Act and 42 C.F.R. 414.202.  Under this definition, "durable medical equipment" means equipment furnished by a supplier or a home health agency that can withstand repeated use; is primarily and customarily used to serve a medical purpose; generally is not useful to an individual in the absence of an illness or injury; and is appropriate for use in the home.
  
· Parenteral and enteral nutrients, equipment and supplies.  "Parenteral nutrients, equipment, and supplies" are items and supplies needed to provide nutriment to a patient with permanent, severe pathology of the alimentary tract that does not allow absorption of sufficient nutrients to maintain strength.  "Enteral nutrients, equipment, and supplies" are items and supplies needed to provide enteral nutrition to a patient with a functioning gastrointestinal tract who, due to pathology to or non-function of the structures that normally permit food to reach the digestive tract, cannot maintain weight and strength. 

The remaining categories of DHS, which are not defined by CPT or HCPCS code, are: 

· Prosthetics, orthotics and prosthetic devices and supplies.  "Prosthetics" are artificial legs, arms and eyes described in Section 1861(s)(9) of the Act.  "Orthotics" are leg, arm, back, and neck braces listed in Section 1861(s)(9) of the Act.  "Prosthetic devices" are devices (other than dental devices) listed in Section 1861(s)(8) of the Act that replace all or part of an internal body organ and one pair of eyeglasses or contact lenses furnished subsequent to cataract surgery with insertion of an intraocular lens.  "Prosthetic supplies" are supplies that are necessary for the effective use of a prosthetic device.
  
· Home health services.  "Home health services" are the services described in Section 1861(m) of the Act and 42 C.F.R. Part 409, Subpart E.  The Phase I regulations remove the current 5% ownership limit and $25,000 limit on physician financial or contractual relationships with home health agencies and instead require the financial relationship to meet an applicable exception under the Stark Law.  This change, which is effective February 5, 2001, liberalizes the current standard.
  
· Outpatient prescription drugs.  Outpatient prescription drugs include all prescription drugs covered by Medicare Part B.  However, the Phase I guidance provides a new limited exception for the provision of erythropoietin ("EPO") and certain other dialysis-related drugs by or in end-stage renal disease ("ESRD") facilities and, as noted below, an exception for certain vaccinations, immunizations and preventive screening tests that are subject to HCFA-imposed frequency limits.
  
· Inpatient and outpatient hospital services.  "Inpatient hospital services" are defined in Section 1861(b) of the Act and 42 C.F.R. 409.10(a) and (b) and include inpatient psychiatric hospital services listed in Section 1861(c) of the Act and inpatient rural primary care hospital services (but not dialysis furnished by a hospital that is not certified to provide ESRD services).  "Outpatient hospital services" are the therapeutic, diagnostic and partial hospitalization services listed under Sections 1861(s)(2)(B) and (C) of the Act; outpatient services furnished by a psychiatric hospital; and outpatient rural primary care hospital services.  Inpatient and outpatient hospital services include services that a hospital provides for its patients that are furnished either by the hospital or by others under arrangements, but do not include professional services performed by physicians, physician assistants, nurse practitioners, clinical nurse specialists, certified nurse midwives and certified registered nurse anesthetists and qualified psychologists if Medicare reimburses the services independently (even if billed by the hospital under assignment or reassignment) or emergency services covered in non-participating hospitals.

The Phase I guidance, following HCFA's review of hundreds of comments on the subject of lithotripsy, takes the position that lithotripsy will be treated as an inpatient or outpatient hospital service (meaning that leases of lithotriptors from, and lithotripsy service contracts with, referring physicians cannot take into account the volume or value of referrals or other business from the physician).  However, as noted below, it is now possible to structure lease and service arrangements on a per-service or peruse basis that meet this requirement. 

This new guidance should be helpful for providers in determining whether proposed arrangements involve DHS, in differentiating DHS from non-DHS in structuring compensation arrangements and, where a non-excepted financial arrangement exists, in knowing which services cannot be billed to Medicare or Medicaid.  

Definitions of specific services will be updated in an addendum to the annual final rule concerning payment policies under the physician fee schedule rule.  The list will also be posted on the HCFA website. 

Indirect financial relationships.  Phase I provides a broad-reaching rule that results in the existence of an indirect financial relationship to which the referral prohibition potentially applies notwithstanding the presence of financial arrangements between a physician and the entity receiving the referral in certain circumstances.  An indirect ownership or investment interest exists if— 

1. There is an unbroken chain between the referring physician (or immediate family member) and the entity furnishing DHS of ownership or investment interests with at least one intervening party (for example, the physician owns entity A, which owns the DHS provider); and
  

2. The entity furnishing DHS has actual knowledge of, or acts in reckless disregard or deliberate ignorance of, the referring physician's (or immediate family member's) indirect ownership or investment interest in it. 

An indirect compensation arrangement exists if— 

1. There is an unbroken chain between the referring physician (or immediate family member) and the entity furnishing DHS of financial relationships (whether ownership/investment or compensation) and at least one intervening person or entity (for example, the physician owns entity A, which owns entity B, which leases space to the DHS provider); 
  

2. The referring physician (or immediate family member) receives aggregate compensation, directly or through an ownership interest, that reflects the volume or value of referrals or other business generated by the referring physician for the entity furnishing the DHS; and 
  

3. The entity furnishing DHS has actual knowledge of, or acts in reckless disregard or deliberate ignorance of, the fact that the referring physician (or immediate family member) receives such compensation. 

The fact that the intervening financial relationships may be covered by applicable exceptions does not break the chain or prevent the finding of an indirect financial relationship. 

Given that there is no limit to the number of ownership/investment or compensation arrangements between the physician and the entity for an indirect financial relationship to exist, the knowledge requirement is a helpful limit on the potential imposition of the referral ban.  The preamble clarifies that there is no affirmative obligation to inquire as to indirect relationships, but that there is a duty of reasonable inquiry where the facts would lead a reasonable person to suspect the existence of an indirect financial relationship.  In such a case, the provider must take reasonable steps to determine whether there is an indirect relationship and, if so, an applicable exception.  These reasonable steps may include obtaining a goodfaith written assurance from the referring physician or immediate family member that the compensation is fair market value for services furnished and does not take into account or otherwise reflect referrals or other business generated by the referring physician for the DDS entity (though such a representation will not be determinative). 

Where an indirect compensation arrangement exists, the new exception for certain indirect compensation arrangements described below will in many cases be available. 

When a physician makes a referral.  The final regulations state that a "referring physician" means a physician who makes a referral, who directs another person or entity to make a referral or who controls referrals made by another person or entity.  The preamble specifies that a physician will be considered to be making a referral to an entity even though the referral is directed through another person or entity if the physician has reason to know the identity of the actual provider of the service. 

HCFA now recognizes that it is illogical to view a physician who performs a DHS as referring to himself or herself for the personally performed services.  However, a referral exists if the services are performed by the physician's employees, coworkers or independent contractors, although the Phase I guidance solicits comments as to whether and when services performed by physicians and employees could be treated as the physician's personally performed services. 

Consultations.  The Stark Law contains an exception from the definition of referral for a request by a pathologist for clinical laboratory services, a request by a radiologist for diagnostic radiology services and a request by a radiation oncologist for radiation therapy, but only if the services are furnished pursuant to a consultation.  For this purpose, a consultation is provided by a physician whose opinion or advice regarding evaluation and/or management of a specific medical problem is requested by another physician, as documented in the patient's medical record.  The consulting physician must prepare a written report of his or her findings to the physician requesting the consultation.  With respect to radiation therapy services provided by a radiation oncologist, a course of radiation treatment over a period of time will be considered pursuant to a consultation, provided the radiation oncologist communicates with the referring physician on a regular basis about the patient's course of treatment and progress.  This provision reflects a recognition that the treatment provided by a radiation therapist is over a longer period of time and has a greater potential for changes during the course of the treatment than is typically the case with the other excepted types of consultation. 

Where the consultation exception applies, it is limited to the specific services described above.  Thus, for example, a radiation oncologist could not refer a patient for DHS other than radiation therapy services to an entity with which the radiation oncologist has a financial relationship unless another applicable exception applies. 

Referrals to a spouse.  In the January 1998 proposed regulations, HCFA took the position that if a physician in one group practice refers to his or her physician spouse in another group practice, DHS provided would not qualify for an exception.  The Phase I preamble takes the position that a referral to a spouse is allowed if the referral is for a physician service unrelated to the furnishing of a DHS (that is, the DHS is not the reason for the referral, and any subsequent DHS referrals by the spouse fit within the in-office ancillary exception with respect to the spouse receiving the referral).  The Phase I guidance does not address the applicability of an exception in situations involving other immediate family members (for example, a referral from a physician to a sibling in a group practice). 

Liberalization of the requirements for group practice status.  Group practice status is important under the Stark Law because it permits physicians within the group to use the in-office ancillary services exception and provides greater flexibility in compensating physicians in the group.  

The Phase I guidance regarding the interpretation of group status substantially modifies and liberalizes the standards set forth in the 1998 regulations.  The Phase I regulations state that a group practice is a physician practice that meets the following conditions: 

a. The group practice must consist of a single legal entity formed primarily for the purpose of being a physician group practice. The types of arrangements qualifying as a "single legal entity" include multi-entity legal structures (however, no entity owning all or part of the group practice may itself function or qualify as a group practice) and structures owned by a single physician.  However, a group practice must be a single legal entity formed primarily from the basis of being a physician group practice; therefore, a hospital employing physicians cannot be a group practice (but a hospital may establish one or more separate group practice entities).  A group practice may own other legal entities to provide services to it, such as billing or ancillary services.  In light of the position that a hospital cannot be a group practice, hospitals that employ clinic physicians directly may wish to consider restructuring those arrangements in order to take advantage of the increased compensation flexibility and in-office ancillary services exception available to group practices. 
  
b. The group practice must have at least two physicians who are members of the group (whether employees or direct or indirect owners).  The final regulations define a "member" of the group as a direct or indirect physician owner of a group, a physician employee of the group practice (including a physician employed by his or her individual professional corporation with an equity interest in the group practice), a locum tenens physician, or an on-call physician while the physician is providing on-call services for members of the group practice.  A physician is a member of the group during the time he or she furnishes "patient care services" to the group.  The regulations state that an independent contractor or a leased employee is not a member of the group.  However, the preamble states that HCFA would regard any leased employee who qualifies as an "employee" under Internal Revenue Service standards as an employee for Stark Law purposes. 
  
c. Each physician who is a member of the group must furnish substantially the full range of patient care services that the physician routinely furnishes, including medical care, consultation, diagnosis and treatment, through the joint use of shared office space, facilities, equipment and personnel.  Patient care services include all services a physician performs that address the medical needs of specific patients or patients in general or benefit the group practice (e.g., administrative services).
  
d. Subject to special rules applying to Health Professional Shortage Areas and start-up entities, at least 75% of the total patient care services of the group practice members must be furnished through the group and billed under a billing number assigned to the group, and the amounts received must be treated as receipts of the group (the "substantially all" test). The regulations provide rules for how to measure "patient care services" and require that supporting documentation be retained and made available to the Secretary of the Department of Health and Human Services on request.  Group practices may have, and bill under, multiple group practice billing numbers. 
  
e. The overhead expenses of, and income from, the practice must be distributed according to methods that are determined before the receipt of payment for the services giving rise to the overhead expense or producing the income.   However, a group practice may adjust its compensation methodologies prospectively as frequently as desired, subject to the restrictions on the distribution of DHS.
  
f. The group practice must be a "unified business."  The Phase I guidance modifies the "unified business" test as proposed in the 1998 proposed regulations (the test is designed to ensure that a group practice is a bona fide group rather than a "loose confederation" of physicians who have come together to share DHS revenues).  To meet the unified business test, a group practice must be organized and operated on a bona fide basis as a single integrated business enterprise with legal and organizational integration.  There must be centralized decision making by a representative body maintaining effective control over the group's assets and liabilities, including budgets, compensation and salaries, consolidated billing and accounting and financial reporting, and centralized utilization review.  The preamble states that "We also generally agree that a group practice should consist of a single medical business whose equity holders operate as a single business by sharing such things as contracts, liability, facilities, equipment, support personnel, management, and a pension plan."3  However, a group practice may compensate physicians under differing methodologies and, as explained below, may use subgroups in determining physician compensation.
  
g. No physician member directly or indirectly receives compensation based on the volume or value of his or her referrals.  However, a group practice physician may be paid a share of overall profits of the group or a productivity bonus based on services that he or she has personally performed (including services "incident to" those personally performed services), provided the share or bonus is not determined in any manner that is directly related to the volume or value of referrals of DHS by the physician.  "Overall profits" means the group's entire profits derived from DHS payable by Medicare or Medicaid or the profits derived from DHS payable by Medicare or Medicaid of any component of the group practice that consists of at least five physicians.  A group practice may pay member physicians and independent contractors who qualify as "physicians in the group" productivity bonuses based on their personal productivity (including "incident to" services), but may not pay a bonus based on referrals of DHS performed by someone else.  The Phase I guidance provides substantially increased flexibility in compensating group physicians, as detailed below. 
  
h. Members of the group must personally conduct no less than 75% of the physician-patient encounters of the group practice. 

The Phase I regulations draw a useful distinction between "physicians in the group practice" and "members" of the group practice.  The distinction permits independent contractors meeting certain specified requirements to receive incentive compensation and to supervise in-office ancillary services based on their status as physicians in the group practice, but does not treat them as members of the group practice, making it easier to meet the "substantially all" test.  However, a group practice relying heavily on the services of independent contractors may still have difficulty meeting the requirement that members of the group conduct at least 75% of the group's physician-patient encounters.  

The regulations eliminate the group practice attestation requirement contained in the proposed regulations. 

Changes in rules relating to the provision of in-office ancillary services.  The in-office ancillary exception permits referrals of most categories of DHS furnished personally by the referring physician, personally by a physician who is a member of the same group practice as the referring physician, or personally by individuals who are "directly supervised" by the physician or by another physician in the group practice, if specified location and billing requirements are met.  The Phase I guidance contains a number of changes to the rules applicable to the provision of in-office ancillary services. 

Liberalization of the direct supervision requirement.  The meaning of "directly supervised" has been modified to conform to relevant Medicare and Medicaid payment and coverage rules (meaning that this requirement will impose no additional burden).  The 1998 proposed regulations imposed more restrictive rules. 

Changes to the location requirements.  The Phase I guidance clarifies (and in some respects makes more restrictive) the location requirements applicable to the provision of in-office ancillary services.  

The in-office ancillary exception requires that services be furnished in a building in which the referring physician or another member of the group practice furnishes physician services unrelated to the furnishing of DHS or, in the case of a group practice, in another building used by the group for the provision of some or all of its clinical laboratory services or the centralized provision of DHS.  Services will be considered furnished in the location where the services are actually performed upon a patient or when an item is dispensed to a patient in a manner that is sufficient to meet Medicare billing and coverage rules.  Outpatient prescription drugs may be furnished in the office even if used by the patient at home.  External ambulatory infusion pumps and chemotherapy infusion drugs may be provided under the inoffice ancillary exception. 

A home care physician meets the same building tests if his or her principal medical practice consists of treating patients in their private homes, and the physician or an accompanying staff member provides the DHS in a private home contemporaneously with a physician service provided by the referring physician that is not a DHS.  Other requirements must also be met. 

"Services unrelated to the furnishing of DHS" are services that are neither federal nor private-pay DHS, even if the service leads to the ordering of DHS.  The final regulations add a requirement that the unrelated physician services furnished in the building represent substantially the full range of physician services unrelated to the furnishing of DHS the physician routinely provides.  In addition, the DHS furnished in the building must be furnished to patients whose primary nexus with the primary physician (or his or her group practice) is the receipt of physician services unrelated to furnishing of DHS. 

The final regulations interpret the centralized building requirement as requiring that the centralized building be owned or leased exclusively by the group practice for at least six months.  Thus, DHS facilities cannot be shared in off-site buildings, and part-time centralized DHS arrangements are precluded.  This is more restrictive than is required by the statute or was proposed in the 1998 proposed regulations. 

The final regulations clarify that a group practice can have more than one centralized building for the provision of its DHS.  Further, a group practice may have a separate centralized building for DHS even if it has only one practice location. 

The final regulations clarify when services will be considered provided in the "same building" by providing a brightline rule:  "same building" means a structure or combination of structures with a single street address assigned by the U.S. Postal Service.  The building does not include exterior spaces, parking lots or interior parking garages.  A mobile van or trailer is not a building or a part of a building.  (However, a mobile facility owned or leased on a full-time basis and used exclusively by a group practice for at least six months will be considered to meet the centralized building standard; this exception will allow a group practice to use a mobile van or trailer at multiple group practice locations.) 

New patient convenience exceptions.  Most categories of DME are not covered by the in-office ancillary services exception.  However, the final regulations except canes, crutches, walkers and folding manual wheelchairs provided in physicians' offices to patients.  This expands an exception for crutches provided without markup contained in the 1998 proposed regulations (the requirement that the physician not mark up the items has been removed).  The final regulations also permit provision of blood glucose monitors and one starter set of up to 100 testing strips and lancets.  Certain conditions apply to these new exceptions. 

Shared facilities.  The Phase I guidance permits shared facilities in the same building where physicians routinely provide their full range of services that are in addition to federal and private-pay DHS.  In order for shared facilities to be protected, they must comply with the supervision, location and billing requirements of the in-office ancillary exception. 

Increased flexibility for group practice physician compensation.  The Phase I guidance provides considerably increased flexibility for group practices in establishing compensation methodologies.  The preamble indicates a number of acceptable methodologies for groups to compensate physicians.  For example, so long as the unified business test is met, physicians may be compensated: 

1. Based on their own productivity (excluding any revenue or expense related to the group's DHS).
  

2. Taking into account the physician's direct medical expenses of practice and his or her prorated share of general overhead not based on any volume or value of his or her referrals.
  

3. Based on formulas taking into account "office profits" (i.e., collected revenues attributable to medical services performed by that physician or personnel under his or her supervision, not including revenues for DHS or direct or indirect expenses of that physician). 

A physician in a group practice may be paid based on a share of overall profits of the group or based on services personally performed or services incident thereto so long as the payment is not directly related to the volume or value of referrals by the physician.  The new regulations clarify that the distribution methods for an overall profit share in a group practice will be deemed to be indirect if they are (a) a per capita division of overall profits, (b) a distribution of DHS revenues based on distribution of the group practice's revenues attributable to services that are not DHS payable by federal or private payors, or (c) any distribution of DHS revenues if the group practice's DHS revenues are less than 5% of its total revenues and no physician's allocated portion of those revenues is more than 5% of the physician's total compensation from the group practice. 

The final regulations also clarify methods for productivity bonuses that will be deemed to be indirect and, therefore, permissible.  These include a productivity bonus based on the physician's total patient encounters or relative value units ("RVUs"), a productivity bonus based on the allocation of the physician's compensation that is attributable to services that are not DHS payable by federal or private payors, and any productivity bonus that includes DHS revenues if the 5% tests described in the preceding paragraph are met.  However, the group is not required to use these methods, and the preamble clarifies that other methods, including distributions based on ownership interests or seniority, are also acceptable if reasonable, objectively verifiable and not directly related to referrals.  These compensation methods should be adequately documented and supporting information made available to the Secretary of the Department of Health and Human Services upon request.  Group practices may use any reasonable allocation method with respect to capitation payments for purposes of determining productivity bonuses and profit allocations. 

Use of subgroups in determining compensation.  As noted above, a group practice must meet a unified business test and is subject to certain limitations on compensation of physicians based on distribution of revenues from DHS.  The unified business test is applied taking into account compensation derived from all sources.  However, limitations on location and specialty-based compensation subgroups apply only to distribution of revenues derived from DHS.  Thus, a group practice with multiple locations or specialty groups may pay physicians on a productivity basis calculated by location or specialty so long as DHS income is not included.  In addition, DHS income can be included in subgroups as long there are at least five physicians in the subgroup.  This is a substantial liberalization from the position in the proposed regulations, which, although somewhat ambiguous, appeared to prevent compensation by subgroups within a group practice.  While the regulations specifically address subgroups defined by location or specialty with respect to division of non-DHS, because group practices can distribute revenues from non-Medicare DHS in any manner they wish (so long as the payment methods indicate a unified business), other types of subgroups would also be permissible. 

Meaning of requirements that compensation not take into account the volume or value of referrals or other business generated between the parties.  The requirement that compensation not take into account the volume or value of referrals is found in most of the statutory and regulatory Stark Law compensation exceptions, and many exceptions extend this to other business generated between the parties as well.  The "volume or value of referrals" standard applies both within and outside the group practice context. 

The final regulations provide that compensation (including time-based or per unit of service-based compensation) will be deemed not to take into account "the volume or value of referrals" if it is fair market value and does not vary in any manner that takes into account referrals of DHS and will be deemed to not take into account "other business generated between the parties" so long as the compensation is fair market value and does not vary in any manner that takes into account referrals or other business, including private pay business, generated by the referring physician.  The Phase I guidance states that the "other business generated" restriction applies only to those exceptions where it expressly appears. 

These rules mean that fair market value per-use rental payments are permissible even if the lessor is a physician referring to the lessee (this is a change from the position in the 1998 proposed regulations).  However, the payments must be set in advance and cannot vary based on payor source.  The preamble asserts that per-use arrangements, where the physician generates the referrals, may violate the Anti-kickback Statute.4 
Acceptance of referral requirement in contract.  Significantly, the preamble specifies that the volume or value standard is not violated by an arrangement requiring the physician to refer to a particular provider as a condition of payment (a reversal of HCFA's position in the proposed regulations).  However, in order for an employer or managed care contractor to be able to require referrals to specified providers, the payment under the agreement must be consistent with fair market value and fixed in advance for the term of the agreement (this would permit fee-schedule-based compensation, but apparently would not permit compensation based upon productivity or expense savings), and the contract must expressly provide exceptions when the patient expresses a different choice, when the patient's insurer determines the provider and when the referral is not in the best medical interest of the patient, in the physician's judgment.  The preamble also notes that these mandatory arrangements may implicate the Anti-kickback Statute in some circumstances.  These limitations may limit the usefulness of this interpretation in the employment context. 

Definition of fair market value.  The Phase I guidance provides direction regarding the definition of "fair market value," a term that is relevant to many Stark Law requirements, both in the group practice context and elsewhere.  In establishing fair market value and general market value of a transaction that involves compensation paid for assets or services, HCFA intends to accept any method that is commercially reasonable and provides evidence of the compensation as comparable to what is ordinarily paid for an item or service in the location by parties in arm's-length transactions who are not in a position to refer.  However, depending on the circumstances, the volume or value restriction precludes reliance on comparables involving parties in a position to refer or generate business.  In these cases, HCFA would look to alternative valuation methodologies, such as cost plus a reasonable rate of return on investment, to determine fair market value.  While reliance on an independent valuation consultant is not required, the preamble notes that internally generated surveys do not have strong evidentiary value and may be subject to more intensive scrutiny than an independent survey. 

The definition of fair market value under the Stark Law states the value of rental property is its value for general commercial purposes not taking into account its intended use.  The final regulations clarify that it is permissible to take into account costs incurred to develop or upgrade the property or maintain it regardless of why the improvements were added.  Further, while the rental rate charged by a physician cannot take into account the value of potential referrals to the lessee from the lessor physician, rental rates may reflect the value of an area being a medical community and its impact on fair market value generally.  The preamble states that the limitation on considering the value of proximity to a potential referral source applies only where the physician is the lessor and a potential source of referrals.  Thus, even if a hospital is in a position to refer to physicians, it should charge a premium to physician lessees if appropriate to reflect the value of proximity. 

The proposed regulations clarify that the valuation of a physician practice can include the value of DHS if the DHS fits into an applicable exception and if the purchase agreement is not contingent on future referrals.  However, the preamble notes that inclusion of this value could implicate the Anti-kickback Statute. 

Compensation rules applicable outside the group practice context.  The following rules apply only to compensation arrangements outside the group practice context: 

· No productivity-based pay for "incident-to" services except for group practice physicians.  The preamble notes that physicians, whether group practice members, independent contractors or employees, can be paid a productivity bonus based on their own work, but that "incident-to" services cannot be included in productivity bonuses unless they are incident to services that are personally performed by a referring physician in a bona fide group practice.
  
· Physician extenders.  Although the application of the employment of personal services exceptions may be more fully articulated in Phase II, based upon the comments in Phase I, it appears that outside the group practice setting a physician cannot be compensated for supervision of physician extenders based on the productivity of the physician extender. 

Meaning of "set in advance."  The Stark Law statutory exceptions for space and equipment leases and personal services agreements and the regulatory "fair market value" and academic medical center compensation exceptions discussed below require that compensation be "set in advance."  The new regulations provide that compensation will be considered "set in advance" if the aggregate compensation or a time-based or per unit of service-based amount is set in advance in the initial agreement between the parties in sufficient detail so that it can be objectively verified.  The payment amount must be fair market value without taking into account the volume or value of referrals or other business generated by the physician at the time of the initial agreement or during the term of the agreement.  The regulations further specify that percentage compensation arrangements do not constitute compensation that is "set in advance" if the percentage compensation is based on fluctuating or indeterminate measures or the arrangement results in the seller receiving different payment amounts for the same service from the same purchaser.5 

According to the preamble, the following arrangements do not meet the "set in advance" test: 

1. Payments based on a percentage of gross revenues; 
  

2.  Payments based on a percentage of collections; and 
  

3.  Payments based on a percentage of expenses.  

Payments based on a percentage of a fee schedule may meet the requirement, but only if based on a single fee schedule. 

 Because the set-in-advance requirement applies to personal service agreements, under these rules, referring physician independent contractors generally cannot be compensated based on gross or net productivity, but can be paid on a per-service or per-unit-of-time basis.  Under the Phase I rules, referring physicians who are paid on a fee schedule basis cannot have their fee schedule compensation changed more frequently than annually. 

The "set in advance" rules may limit hospitals' ability to use income guarantees in physician recruiting arrangements that do not meet the requirements of the statutory exception for certain physician recruitment arrangements (for example, recruitment of residents or interns).  Such arrangements would typically rely on the fair market value exception, since the statutory exception requires that the physician relocate to the geographic area served by the recruiting hospital.  

When an ownership interest or compensation arrangement exists.  The Phase I regulations provide the following rules regarding when an ownership interest or compensation arrangement exists: 

· An ownership or investment interest in a corporation will not be considered a direct ownership or investment interest in its parent or in a sibling corporation, but may result in an indirect financial relationship with the parent or sibling company.
  

· Stock options and convertible securities create a compensation relationship and not an ownership interest until the options are exercised or securities converted.
  

· Payment obligations that are secured, including those that are secured by a revenue stream, are considered ownership or investment interests.
  

· "Under arrangements" relationships will be treated as compensation and not ownership relationships.  However, the preamble notes that HCFA will monitor these arrangements and may reconsider this decision if it appears that they are abused. 

When an ownership/investment interest also creates a compensation agreement.  Because the exceptions applicable to ownership/investment interests are different from those applicable to compensation arrangements, if a return on investment in an ownership interest constitutes a separate compensation arrangement, a separate exception may be required.  The preamble states that a return on investment will not require a separate exception unless it is a sham.  According to the preamble, use of loan proceeds to make distributions from a venture in the absence of bona fide profits would constitute a sham.  The preamble also specifies that ownership or investment interests that are not protected under the Stark Law are compensation arrangements and are deemed to take into account the volume and value of referrals. 

Additional exceptions relating to both ownership/investment interests and compensation relationships.  Stark Law exceptions may apply to ownership/investment interests, compensation arrangements, or both.  The in-office ancillary exception applies to both types of financial relationships.  The final regulations add the following additional exceptions applicable to both types of financial relationships: 

· Exception where DHS are furnished by entities that did not know of or have reason to suspect the identity of the referring physician.  This exception would apply to referrals made indirectly by the physician (for example, when a physician causes another physician to make a referral or makes an oral referral for which there is no written documentation, so long as the entity does not know or have reason to suspect the identity of the referring physician).
  
· Exceptions for preventive screening tests, immunizations and vaccines and for eyeglasses and contact lenses provided following cataract surgery.  These exceptions reflect that such services are not likely to be over-utilized.  For these exceptions to apply, the arrangement cannot violate the Anti-kickback Statute, and billing and claims submission must comply with federal and state law.  In the case of preventive screening tests, immunizations and vaccines, the services must be reimbursed by Medicare based on a fee schedule and must be subject to HCFA-mandated frequency limits. 

Compensation Arrangement Exceptions.  The Phase I regulations establish several exceptions applicable to compensation arrangements that are not provided in the statute, as described below: 

· Implementation and revision of the "fair market value" exception.  Phase I contains, in slightly modified form, the exception for certain market value arrangements first proposed in the 1998 proposed regulations.  This exception applies to compensation resulting from a commercially reasonable arrangement between an entity and a physician (or an immediate family member) or any group of physicians (whether or not a group practice for Stark Law purposes) for the provision of items or services by the physician (or an immediate family member) or group practice to the entity,6 if the arrangement is set forth in a signed, written agreement that covers only identifiable items or services specified in the agreement and furthers the legitimate business purposes of the parties, if the following conditions are met: 
  

1. The agreement must specify the timeframe for the arrangement.
  

2. The parties may enter into only one arrangement for the same items or services during the course of a year. 
  

3. The compensation must be specified and must be set in advance, consistent with fair market value, and not determined in a manner that takes into account the volume or value of any referrals or any other business generated by the referring physician.
  

4. The arrangement must (a) not violate the Anti-kickback Statute, (b) comply with a statutory or regulatory Anti-kickback Statute safe harbor or (c) have been approved by the Office of Inspector General ("OIG") in an advisory opinion (in which the entity is included as a requestor).7  The preamble explains that the exception for arrangements meeting a safe harbor reflects the fact that the broad statutory language of the Anti-kickback Statute technically covers some relatively innocuous commercial arrangements.  This raises the possibility that an arrangement outside a safe harbor that technically could be held to violate the Anti-kickback Statute but is unlikely to be prosecuted because it presents no risk of abuse could nonetheless be challenged as failing to qualify for the fair market value exception unless the parties obtain an advisory opinion from the OIG.
  

5. The services to be performed do not involve the counseling or promotion of an illegal business arrangement or other activity.  The preamble states that HCFA "believe[s] that this condition is implied throughout the statute."  Thus, HCFA apparently will take the position that any arrangement held to involve such improper counseling or promotion will not qualify for a Stark Law exception. 

The Phase I regulations eliminate the requirement in the proposed regulations that the written document cross-reference other agreements between the parties.  In a change from its position in the proposed regulations, HCFA now takes the position that the parties may use the fair market value exception even if another exception potentially applies. 

· Addition of an exception for indirect financial arrangements.  The final regulations provide an exception for indirect financial arrangements that meet the following conditions:
  

1. The compensation received by the referring physician (or immediate family member) must be fair market value for services and items actually provided not taking into account the value or volume of referrals or other business generated by the referring physician for the entity furnishing DHS;
  

2. The compensation arrangement must be set out in writing and signed by the parties and must specify the services covered by the arrangement (except in the case of a bona fide employment relationship, in which case the arrangement need not be set out in a written contract but must be for identifiable services and be commercially reasonable even if no referrals are made to the employer); and
  

3. The compensation arrangement cannot violate the Anti-kickback Statute or any billing or claims submission laws or regulations. 

This exception should make it possible to avoid imposition of Stark Law restrictions on most indirect compensation relationships. 

· Addition of an exception for compensation of faculty in academic medical centers.  This new exception reflects HCFA's recognition that academic medical center settings often involve multiple entities with various financial relationships between them that do not necessarily fit within the existing Stark Law exceptions.  The exception applies to payments to faculty of academic medical centers where the referring physician is a bona fide employee of a component of an academic medical center on a full-time or substantial part-time basis, is licensed to practice medicine in the state, has a bona fide faculty appointment at the affiliated medical school, and provides either substantial academic or substantial clinical teaching services for which the faculty member receives compensation under his or her employment arrangement.

A component of an academic medical center means an affiliated medical school, faculty practice plan, hospital, teaching facility, institution of higher education or departmental professional corporation.  At a minimum, an academic medical center must have a medical school, a faculty practice plan and a hospital.  The relationship of the components of the academic medical center must be set forth in a written agreement adopted by the governing body of each component.

The total compensation paid for the previous 12-month period, fiscal year or calendar year from all academic medical center components to the referring physician must be set in advance, may not exceed fair market value and cannot be determined in a manner that takes into account the volume or value of any referrals or other business generated within the academic medical center.  This does not prevent productivity bonuses to academic medical center physicians based on personally performed services.

The affiliated faculty practice plan must be a nonprofit, tax-exempt organization under Section 501(c)(3) or 501(c)(4) of the Internal Revenue Code (or part of such an organization).  A majority of the hospital's medical staff must consist of physicians who are faculty members, and physicians who are faculty members must make a majority of hospital admissions.  All transfers of money between components of the academic medical center must directly or indirectly support the missions of teaching, indigent care, research or community service (including patient care).  All money paid to a referring physician for research must be used solely to support bona fide research.
  
· Addition of a "risk-sharing'' exception for commercial and employer-sponsored managed care plans.  The Phase I regulations create a new compensation exception for remuneration pursuant to a bona fide "risk sharing arrangement" between a physician and a health plan for the provision of items or services to enrollees of the plan.  This exception would potentially be available to compensation provided to physicians for services for managed care enrollees under a risk-sharing arrangement such as a capitation, withhold, bonus or risk corridor arrangement.

A person or entity is considered to be furnishing DHS if it is the person or entity to which HCFA makes payment directly or upon assignment on the patient's behalf.  However, if the person or entity has reassigned its right to payment to an employer, to a facility or to a health care delivery system (other than one that is a health plan and other than any managed care organization ("MCO"), provider sponsored organization ("PSO") or independent practice association ("IPA") with which a health plan contracts for services provided to plan employees), the person or entity furnishing DHS is the person or entity to which payment has been reassigned.8 Because under this definition the plan generally will not be providing DHS, this definition permits physician ownership of network-type HMOs, MCOs, PSOs and IPAs.  However, ownership or investment interests in such entities that provide DHS directly would be prohibited absent an applicable exception. 

The preamble indicates that the Phase II regulations are expected to provide that risk-sharing compensation arrangements between entities downstream of a Medicare MCO can qualify as physician incentive plans within the meaning of Section 1877(e)(3)(B) of the Act.  Medicaid managed care issues will be addressed in Phase II.
  
· Implementation and revision of the exception for non-monetary compensation up to $300 per year.  The final regulations contain, in modified form, what was called the "de minimis" exception in the 1998 proposed regulations.  The exception applies to compensation from an entity in the form of items or services (not including cash or cash equivalents) that does not exceed an aggregate of $300 per year when the following conditions are met:
  

1. The compensation is not determined in any manner that takes into account the volume or value of referrals or other business generated by the referring physician;
  

2. The compensation may not be solicited by the physician or the physician's practice including employees and staff members); and
  

3. The compensation arrangement does not violate the Anti-kickback Statute. 

The final regulations eliminate the $50-per-gift limit and the requirement that the benefit be provided to all similarly situated physicians found in the 1998 proposed regulations. 

· Addition of an exception for incidental benefits provided to medical staff members.  Phase I provides a new exception for items or services (not including cash or cash equivalents) provided by a hospital to a member of its medical staff.  In order for this exception to apply, the benefits must be offered to all medical staff members without regard to the volume or value of referrals or other business generated by the physician and must be offered only when the medical staff members are making rounds or are performing other duties that benefit the hospital and its patients.  The benefits must be provided and used only on the hospital's campus; must be reasonably related to the provision of, or designed to facilitate, directly or indirectly, the delivery of, medical services of the hospital; must be consistent with the types of benefits offered to medical staff members by other local hospitals or, if none, by comparable hospitals; and must be worth less than $25.  The $25 limit would prevent, for example, the provision of free malpractice insurance or free medical transcription services.
  
· Addition of an exception for compliance training.  In order to promote hospital compliance training programs for physicians on the medical staff in the local community, the new regulations create an exception for such programs.  The compliance training must be held in the local community or service area.
  
· Possible future exception for professional courtesy.  The Phase I guidance states that HCFA is considering whether an exception could be developed for professional courtesy arrangements and will address the matter in Phase II.  HCFA is soliciting comments on this issue. 

ASCs.  Several provisions in the Phase I guidance are relevant to ASCs. 

The final regulations state that DHS do not include services that are reimbursed by Medicare as part of a composite rate (for example, ambulatory surgical center services or skilled nursing facility Part A payments), except to the extent the services listed as DHS in the definition are themselves payable through a composite rate.  In addition, the regulations provide that the Stark Law prohibition on referrals does not apply to "[c]linical laboratory services furnished in an ambulatory surgical center (ASC) or end-stage renal disease (ESRD) facility, or by a hospice if payment for those services is included in the ASC rate, the ESRD composite rate, or as part of the per diem hospice charge, respectively."  Thus, interests owned by referring physicians in ASC joint ventures that provide only services reimbursed under the ASC payment rate will be excepted.  However, such arrangements may raise Anti-kickback Statute concerns unless they are structured to fall within an applicable safe harbor regulation.  

The final regulations provide an exception for implants, including, but not limited to, cochlear implants, intraocular lenses and other implanted prosthetics, implanted prosthetic devices and implanted DME, that meet the following conditions: 

1. The implant is furnished by the referring physician or a member of the referring physician's group practice in a Medicare-certified ASC with which the referring physician has a financial relationship;9
  

2. The implant is implanted in the patient during a surgical procedure performed in the same ASC where the implant is furnished;
  

3. The arrangement for the furnishing of the implant does not violate the Anti-kickback Statute; and
  

4. Billing and claims submission for the implants complies with all federal and state laws and regulations. 

This provision will allow physicians to provide implants in an ASC even though the inoffice ancillary exception location requirement is not met. 

CONCLUSION 

In general, Phase I of the final Stark Law regulations provides greater clarity and flexibility in structuring financial relationships involving physicians, and will be helpful to physician group practices and others in the health care industry.  In certain respects, however, the Phase I regulations continue to subject the industry to complex and restrictive requirements. 

For information regarding the matters discussed in this memorandum, contact Chris Phillips at (402) 346-6000 or christopher.phillips@kutakrock.com. 

January 15, 2001 

FOOTNOTES:
1. 42 U.S.C. Section 1395nn (Section 1877 of the Social Security Act).
2  The Stark Law operates on Medicare indirectly by prohibiting federal payment to the state with respect to a claim that would be subject to the Stark Law referral prohibition if a Medicare claim.
3.  66 Fed. Reg. 855 at 898.
4.  42 U.S.C. 1320a-7b(b).
5.  This limitation on percentage-based compensation based on production appears overly technical and may be a suitable subject for comments. 
6.  Although the fair market value exception covers only items or services provided by a physician or family member to an entity and not services provided by an entity to a physician, the exception for payments by a physician may apply to the latter arrangements if the compensation is consistent with fair market value and the payments are not excepted under another Stark Law exception.
7.  Because the arrangement must not violate the Antikickback Statute, an arrangement will fail to qualify for the fair market value exception even if only one of the parties is in violation of the Antikickback Statute (as would be the case if only one of the parties had the requisite intent required under the Antikickback Statute).
8.  A health plan MCO, PSO or IPA that employs a supplier or operates a facility that could accept reassignment from a supplier is the entity furnishing DHS for any services provider by the supplier.
9.  This exception does not apply to any financial relationships between the referring physician and any entity other than the ASC in which the implant is furnished to and implanted in the patient. 

 

