NEW SAFE HARBORS PROVIDE
ANTI-KICKBACK STATUTE GUIDANCE
FOR JOINT VENTURE ARRANGEMENTS 

On November 19, 1999, the Office of the Inspector General (the "OIG") of the Department of Health and Human Services ("DHHS") published regulations (the "Regulations") establishing in final form eight new safe harbors and clarifying six of the original eleven safe harbors under the Anti-kickback Statute, 42 U.S.C. § 1320a-7b(b).  On the same day, the OIG published regulations for two shared-risk arrangement safe harbors in interim final form.  Of the newly finalized safe harbors, two are directly applicable to joint venture arrangements.  These safe harbors were initially published in proposed form in 1993.  The final safe harbors published in the Regulations are significantly different than those proposed.  The OIG provided additional information on these safe harbors through a teleconference on December 1, 1999.  

The Final Safe Harbors 

 First published as proposed rules in 1993, the following safe harbors were significantly modified in response to public comment and published in final form in the Regulations: 

· Investments in Ambulatory Surgical Centers 

· Joint Ventures in Underserved Areas 

· Practitioner Recruitment in Underserved Areas 

· Sales of Physician Practices to Hospitals in Underserved Areas 

· Subsidies for Obstetrical Malpractice Insurance in Underserved Areas 

· Investments in Group Practices 

· Specialty Referrals Arrangements Between Providers 

· Cooperative Hospital Services Organizations 

Safe Harbors Applicable to Joint Ventures1 

There are now six options available to protect investment interests in joint venture arrangements:  the small entity investment interest safe harbor,2 the four categories of the ambulatory surgical center ("ASC") safe harbor and the safe harbor for investment interests in underserved areas. 

The Small Entity Investment Interest Safe Harbor 

The small entity investment interest safe harbor was first published in final form in 1991.  Proposed clarifications to this safe harbor were published in 1993.  The Regulations adopted all of these proposed clarifications. 3  

 Investments in Ambulatory Surgical Centers 

The proposed safe harbor for ASCs published in 1993 would have protected investment returns from a Medicare-certified ASC if all of the investors were surgeons in a position to refer patients directly to the entity and perform surgery on the referred patients and five additional standards were met.  The OIG received approximately 200 comments on this proposed safe harbor.  As a result, the OIG significantly modified the safe harbor, expanding it in the process.  The ASC safe harbor now protects four categories of ventures: Surgeon-Owned ASCs, Single-Specialty ASCs, Multi-Specialty ASCs and Hospital/Physician ASCs.  In addition to requirements specific to each category, the four categories have these requirements in common: 

1. the investment entity must be a Medicare-certified ASC the operating and recovery space of which are dedicated exclusively to the ASC; 

2. loans from the entity or other investors for the purpose of investing are prohibited; 

3. investment interests must be offered on terms not related to the volume or value of referrals; 

4. the amount of payment to an investor in return for the investment must be directly proportionate to the amount of capital investment (including the fair market value of any preoperational services rendered) of that investor; 

5. all ancillary services for Federal health care program beneficiaries must be directly and integrally related to primary procedures performed at the entity and none may be separately billed to Medicare or other Federal health care programs; 

6. neither the ASC nor physicians practicing at the ASC can discriminate against Federal health care program beneficiaries; and 

7. patients referred to the ASC by an investor must be fully informed of the investor's investment interest. 

Surgeon-Owned ASCs.  This category of safe harbored venture protects ASC investments where all of the investors are (i) general surgeons or surgeons engaged in the same surgical specialty, all of whom are in a position to refer patients directly to the ASC and perform procedures on the referred patients; (ii) group practices that are composed of such surgeons and that meet all of the requirements of the group practice safe harbor; and/or (iii) investors who do not provide items or services to the ASC or its investors or who are not employed by the ASC or any investor and are not in a position to refer patients to or generate business for the ASC or any of its investors.  Furthermore, at least one-third of each surgeon investor's medical practice income from all sources for the previous fiscal year or previous 12-month period must be derived from the surgeon's performance of procedures.  This requirement is known as the "one-third practice income test." 

Single-Specialty ASCs. This category of safe harbored venture protects an ASC investment where all of the investors are (i) physicians engaged in the same medical practice specialty who perform ASC procedures as a significant part of that practice and who are in a position to refer patients directly to the ASC and perform procedures on the referred patients; (ii) group practices composed of such physicians that meets all the requirements of the group practice safe harbor; and/or (iii) investors who do not provide items or services to the ASC or its investors or who are not employed by the ASC or any investor and are not in a position to refer patients to or generate business for the ASC or any of its investors.  The physicians in this category need not be surgeons in the traditional sense.  The preamble to the safe harbor regulations names gastroenterologists as an example of such physicians.  Under this category, the one-third practice income test must also be met. 

Multi-Specialty ASCs.  This category of safe harbor is similar to the Surgeon-Owned ASC and Single-Specialty ASC categories.  However, this category allows a mix of the types of physicians, both surgeon and non-surgeon, addressed in those two categories.  The physician investors must meet the one-third practice income test as in the other two categories.  However, the physicians must also meet a second standard that requires at least one-third of the physician's procedures that require an ASC or hospital surgical setting to be performed at the ASC in which the physician is investing. 

Hospital/Physician ASCs.  To qualify for this safe harbor, at least one investor in the joint venture must be a hospital.  The other investors must be (i) physicians or group practices that otherwise qualify under the safe harbor4 or (ii) nonreferral sources.  In addition to the common requirements listed above, the following three standards must also be met: 

1. the entity may not use space, including, but not limited to, operating and recovery room space, located in or owned by any hospital investor, unless such space is leased from the hospital in accordance with a lease that complies with all the standards of the space rental safe harbor; nor may it use equipment owned by or service provided by the hospital unless such equipment is leased in accordance with a lease that complies with the equipment rental safe harbor and the services are provided in accordance with a contract that complies with the personal services and management contracts safe harbor;5 
2. the hospital may not include on its cost report or any claims for payment from a Federal health care program any costs associated with the ASC (unless such costs are required to be included by a Federal health care program); and 

3. the hospital may not be in a position to make or influence referrals directly or indirectly to any investor or the entity. 

In restructuring the ASC safe harbor, the OIG declined requests to expand it further.  Significantly, the OIG rejected arguments that the scope of this safe harbor be expanded to include non-ASC facilities, including lithotripsy facilities, radiation oncology facilities and cardiac catheterization centers.  In doing so, the OIG noted that the regulatory treatment of ASCs recognized that promoting greater utilization of ASCs results in substantial cost savings to Federal health care programs.  Physician investment in ASCs was seen as an important corollary to this because physicians were natural sources of capital and hospitals were reluctant to open ASCs that competed with their own outpatient and inpatient surgery departments.  Furthermore, Medicare's uniform and prospective payment methodology for ASCs and the ASC safe harbor restriction on billing Medicare separately for ancillary services are seen by the OIG as further protection against abuse.  

According to the OIG, investments by physicians in non-ASC clinical joint ventures do not share the same policy background and are not subject to the same protective reimbursement structures as are investments by physicians in ASCs.  Therefore, the OIG declined to extend safe harbor protection to non-ASC joint ventures.  The OIG has stated that such non-ASC clinical joint ventures may be protected by the existing small entity investment interest safe harbor or the safe harbor for investments in underserved areas if all conditions of the applicable safe harbor are satisfied.  Non-ASC clinical joint ventures may seek guidance from previous OIG publications such as the Special Fraud Alert on Joint Venture Relationships and from the advisory opinion process.  In sum, the discussion of non-ASC clinical joint ventures reflects a more conservative OIG position regarding these ventures, a position that was also suggested in comments contained in the OIG's Special Advisory Opinion on Hospital-Physician "Gainsharing" released on July 8, 1999. 

Furthermore, the OIG stated that, because of the risk of payment for referrals, investments in ASCs by other physicians, such as anesthesiologists, radiologists and pathologists are not protected by the safe harbor if the physician is in a position to provide items or services to, refer patients directly or indirectly to, or generate business for the ASC or any of its investors.6  Non-physician providers, such as certified nurse anesthetists, are also not protected by this safe harbor if the provider is in a position to provide items or services to, refer patients directly or indirectly to, or generate business for the ASC or any of its investors.  The OIG stated that the determination of whether an investor is a potential referral source is a factual one. Therefore, the presence of these types of physicians and providers does not by itself make a joint venture arrangement illegal under the Anti-kickback Statute.  The OIG will accept a written stipulation that for the life of the investment the investor will not make referrals to, furnish items or services to, or otherwise generate business for, the entity or any of its investors if, in fact, the investor refrains from these actions. 

The ASC safe harbor raises several questions and concerns.  First, by its terms, the safe harbor is available to physicians and group practices.  The safe harbor does not appear to apply to the investment in an ASC by a physician or physician group through a holding company.  According to the OIG, this type of investment structure would not meet the requirements of the safe harbor, although such arrangements are common and can be structured to remove any concerns related to the purposes of the Anti-kickback Statute.  It appears that the OIG did not specifically consider this type of investment structure when drafting the regulations. 

Second, a hospital with employed physicians may find the requirement under the Hospital/Physician ASC category difficult to meet.  This requirement would appear to require the hospital to prohibit its employed physicians from referring to the ASC.  However, this prohibition may be contrary to the terms of the hospital's employment contracts with its physicians, which often state that the hospital may not impose referral requirements on the physician.  Furthermore, such a prohibition on referrals to the ASC may not be in the interest of patient care and may not be realistic in isolated rural areas.  This prohibition may also be illogical if the alternative for the employed physician is to refer to the employing hospital.  According to the OIG, a hospital with employed physicians seeking protection under this safe harbor can request an advisory opinion from the OIG to ensure  protection under the Anti-kickback Statute. 

Third, in order for a multi-specialty ASC to fall within the safe harbor, the physician investors must perform at least one-third of their procedures that require an ASC or hospital surgical setting at the ASC in which they are investing.  This raises the question of whether the terms of the joint venture arrangement may require the physician investors to refer to the ASC.  According to the OIG, if the ASC meets the requirements of the safe harbor, it can require the physician investors to refer.  This, however, raises the concern of external constraints placed on a physician investor's professional judgment as to the setting in which a patient is best treated. 

Joint Ventures in Underserved Areas. 

The safe harbor for investments in underserved areas was first promulgated in proposed form as a safe harbor for investment interests in rural areas.  The proposed safe harbor was made final with four significant changes.  First, the safe harbor now includes both urban and rural Medically Underserved Areas ("MUAs") but not other rural areas. MUAs are rural or urban areas designated by the Health Resources and Services Administration ("HRSA") as having a shortage of health care services taking into account factors such as poverty levels, infant mortality rates, population-to-primary care physician ratios and population age.7  In adopting this requirement, the OIG rejected using the Office of Management and Budget ("OMB") definition of rural, which is based on geographic distributions of the population. 

Second, the OIG did away with the proposed requirement that an entity must offer equal and bona fide opportunities to acquire investment interests to individuals or entities irrespective of whether the prospective investors are in a position to make or influence referrals to, furnish items or services to, or otherwise generate business for the entity.  Instead, the OIG adopted a modified investor rule that limits the number of interested investors.  This rule requires that investors who make referrals or who are in a position to make referrals or furnish items or services to the entity not own more than 50% of the value of investment interests within each class of investments in the entity.  Under this rule, a management company which invests in and manages an ASC would be a "tainted" investor whose investment interest would need to be reviewed to determine whether the safe harbor is met. 

Third, the OIG reduced the required percentage of volume of the investment entity's business that must be derived from residents of underserved areas from 85% to 75%. Fourth, due to upcoming changes in the MUA classification and the intent of the HRSA to periodically review such classifications, the OIG provided a three-year grace period for investment entities that qualify for the safe harbor at the time of initial investment, but subsequently lose protection when the location of the entity loses its MUA classification. 

As provided in the Regulations, an investment in an underserved area is protected by the safe harbor if eight standards are met: 

1. no more than 50% of the value of the investment interest of each class of investments may be held in the previous fiscal year or 12-month period by investors who are in a position to make or influence referrals to, furnish items or services to, or otherwise generate business for, the entity; 

2. the terms on which an investment interest is offered to a passive investor, if any, who is in a position to make or influence referrals to, furnish items or services to, or otherwise generate business for the entity must be no different from the terms offered to other passive investors; 

3. the terms on which an investment is offered to an investor who is in a position to make or influence referrals to, furnish items or services to, or otherwise generate business for the entity must not be related to the previous or expected volume of referrals, items or services furnished, or the amount of business otherwise generated from that investor to the entity; 

4. there is no requirement that a passive investor, if any, make referrals to, be in a position to make or influence referrals to, furnish items or services to, or otherwise generate business for the entity as a condition for remaining as an investor; 

5. the entity or any investor must not market or furnish the entity items or services (or those of another entity as part of a cross-referral agreement) to passive investors differently than to non-investors; 

6. at least 75% of the dollar volume of the entity's business in the previous fiscal year or 12-month period must be derived from the service of persons who reside in an underserved area or are members of medically underserved populations;8 

7. the entity or any investor (or other individual or entity acting on behalf of the entity or any investor in the entity) must not loan funds to or guarantee a loan for an investor who is in a position to make or influence referrals to, furnish items or services to, or otherwise generate business for the entity if the investor uses any part of such loan to obtain the investment interest; and 

8. the amount of payment to an investor in return for the investment interest must be directly proportional to the amount of capital investment. 

Conclusion 

 Potential investors in joint ventures now have several safe harbors which may provide protection for their venture under the Anti-kickback Statute, including the ASC safe harbor with its four categories of entities, the safe harbor for joint ventures in underserved areas and the small entity investment safe harbor.  Significantly, however, the OIG has declined to extend this protection to non-ASC clinical joint ventures or to physicians who are potential sources of referrals but who themselves do not perform services at the ASC for the patients they refer to the ASC.  In light of these new regulations, primary care physician investment in ASCs, even in rural areas, clearly involves risk under the Anti-kickback Statute.  Furthermore, non-ASC clinical joint ventures will need to be able to withstand the case-by-case scrutiny that determines compliance with the Anti-kickback Statute when a safe harbor does not apply and in many cases may be inadvisable absent an advisory opinion from the OIG. 

Footnotes: 

1. In the preamble to the Regulations, the OIG restated its position that an arrangement that complies with an exception to the Stark Legislation, 42 U.S.C. § 1395nn, is not necessarily protected under the Anti-kickback Statute and may violate that statute if the requisite intent to induce referrals is present.  In so stating, the OIG rejected requests to conform the safe harbors under the Anti-kickback Statute to the Stark Legislation exceptions.  Therefore, for example, a person relying on the exception for ownership or investment interests in rural health care facilities under the Stark Legislation must also ensure that the interest falls within a safe harbor under the Anti-kickback Statute (or obtain an OIG Advisory Opinion) in order to ensure protection under the latter statute. 

2. There is also a safe harbor for investment interests in large publicly-traded entities, however, this would not be applicable to the typical joint venture entered into by health care providers and entities. 

3. First, the OIG clarified that only assets and revenues derived from health care lines of business will be considered for purposes of qualifying for the small entity safe harbor.  Second, language was added that clarifies that loans to an investor for the purposes of investing in the entity may not be made by individuals or entities acting on behalf of the investment entity or any of its investors.  Third, the 60-40 revenue rule was clarified to reflect that revenues the joint venture derives from items or services furnished by an investor to the joint venture will not be considered "tainted" for the purposes of satisfying this test. The 60-40 revenue rule requires that no more than 40% of the investment entity's gross revenue related to the furnishing of health care items or services in the previous fiscal year or previous 12-month period comes from referrals or other business generated from investors.  Fourth, the 60-40 investor test was modified to allow equivalent classes of equity investment interest to be combined together in order to apportion investors into "untainted" and "tainted" pools for the purposes of the test. The 60-40 investor test requires that no more than 40% of the value of the investment interests of each class of investment interests be held by investors in a position to refer, furnish items or services to or otherwise generate business for the entity. 

4. Therefore, the physicians and groups investing in a Hospital/Physician ASC must meet the one-third practice income test and, where applicable, a physician investor must perform one-third of his or her procedures at the ASC. 

5. The preamble to the Regulations restates the OIGs position on leases or contracts under safe harbors.  Generally, safe harbors do not protect agreements that allow compensation not fixed in advance that have terms less than one year or that provide for termination without cause by either party (because the OIG believes such contracts could be used by "unscrupulous parties to create sham leases and contracts.").  Where a for-cause termination provision is included in a contract, the clause must specify the conditions under which the contract may be terminated for cause and operate in conjunction with an absolute prohibition on any renegotiation of the lease or contract or further financial arrangements between the parties for the duration of the original one-year term to satisfy the one-year requirement in order for a safe harbor to be available. 

6. However, the OIG has stated that anesthesiologists who perform certain pain management procedures at an ASC that are reimbursable by Medicare may be eligible to invest in a multi-specialty ASC if the one-third/one-third tests and other requirements of the safe harbor are met.  This is consistent with the OIG's position in Advisory Opinion 98-12, which involved an ASC formed by orthopedic surgeons and anesthesiologists performing pain management procedures.  While the one-third/one-third tests were not used in this opinion, the OIG in giving its approval emphasized the facts that the each physician investor derived at least 40% of his income from ASC procedures and certified that he would perform the majority of his ASC procedures at the ASC in which he was investing. 

7. HRSA has proposed revising the MUA regulations to combine them with those designating Health Professional Shortage Areas ("HPSA") resulting in a single designation process.  The guidelines for MUA designation can be found on the HRSA website at http://www.bphc.hrsa.dhhs.gov/dsd/muaguidelines.html.  The current regulations are found at 42 CFR part 51c. 

8. A medically underserved population ("MUP") is a population designated by the Secretary of DHHS as having a shortage of health care services; examples include migrant farmworkers and homeless populations.  The regulations for MUA/MUPs are currently found at 42 CFR part 51c.  Guidelines for MUP designation are found with those for MUA designation at http://www.bphc.hrsa.dhhs.gov/dsd/muaguidelines.html. 
