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The following is a summary of the principal legal considerations generally relevant to hospital/physician joint ventures.  This memorandum does not attempt to address issues that may vary based on state law (e.g., limited liability venture entity structuring and noncompetition agreement considerations) or to provide a comprehensive discussion of issues that are specific to particular types of ventures.  

Background
 The typical healthcare joint venture between a hospital and physicians consists of an outpatient facility that offers the technical component of health care services.  Physicians credentialed to perform services at the facility (typically not limited to investors1 ) perform the professional component of these services.  Typical examples are ambulatory surgical centers, imaging centers and diagnostic cardiac catheterization laboratories. 

Organizational Structure 
We generally recommend that physician/hospital ventures be structured as limited liability companies in order to afford the physician investors protection from double taxation while limiting the parties' risk of personal liability.  In some cases, physicians invest on an individual basis, while in other cases physicians invest through an entity, typically formed for this purpose, that becomes one of the two members of the venture company entity.  Either structure can be accommodated, and so the form of physician ownership is generally left to the physicians.  If physicians invest through one or more entities, however, the hospital participant should be able to limit the types of investors to the entity in order to minimize Anti-kickback Statute, securities law, and in some situations Stark Legislation risks to it (for example, there might be an Anti-kickback Statute risk to the venture and its participants if a physician-owned entity that was a member of an ambulatory surgical center venture could add primary care physicians as new members of the physician-owned entity). 

Tax-Exempt Status Considerations
Precedential Internal Revenue Service ("IRS") guidance released in 19982 indicates that in order for an exempt organization's participation in a joint venture with non-exempt participants to be considered an activity related to its exempt purpose, the exempt organization must be able to exercise sufficient control over the venture to ensure that it is operated in an exempt manner.  If the exempt organization's participation is not a related activity but the organization's unrelated activity is, in aggregate, no more than insubstantial, then the organization's allocable share of income from the venture will be subject to tax, but the organization's tax-exempt status will not be affected.  If the organization's unrelated activity is, in aggregate, more than insubstantial, then its exempt status is jeopardized. 3 

The line between permissible and excessive participation in governance by non-exempt participants has not been clearly defined.  According to Rev. Rul. 98-15, an exempt organization may form and participate in a partnership arrangement if such participation furthers a charitable purpose and the partnership arrangement permits the exempt organization to act exclusively in furtherance of its exempt purpose and only incidentally for the benefit of the for-profit partners. Rev. Rul. 98-15 describes two situations, each involving a hospital described in Section 501(c)(3) of the Internal Revenue Code of 1986, as amended (the "Code"), in need of additional funding to better serve its community.  In each case, the exempt entity forms a limited liability venture entity ("LLC") with a for-profit corporation and contributes its hospital and other operating assets to the LLC, which becomes the operating hospital entity.  In each case, the governing documents may only be amended with the approval of both owners and require that a majority of board members must approve certain major decisions relating to the LLC's operation. 
In the first situation described in Rev. Rul. 98-15, the hospital retains its tax-exempt status; in the second, it does not.  The following are the relevant distinguishing features of the two arrangements: 

· In the first case, the LLC is managed by a governing board consisting of three individuals chosen by the exempt entity and two chosen by the for-profit.  In the second case, the LLC is managed by a governing board consisting of three individuals chosen by each of the exempt entity and the for-profit.  The IRS notes that "Because [the exempt entity in the second situation] will share control of the LLC with [the for-profit member, the exempt entity] will not be able to initiate programs within [the LLC] to serve new health care needs within the community without the agreement of at least one governing board member appointed by [the for-profit member]."
  

· In the first case, the decisions that require majority board approval include any distributions of LLC earnings, but in the second case only distributions over a required minimum level of distributions set forth in the Operating Agreement must be so approved.  Further, in the first case but not the second, acquisition or disposition of health care facilities, changes to the types of services offered by the hospital and renewal or termination of management agreements require majority board approval.  In addition, in the first case but not the second, majority board approval is required for "contracts in excess of $ x per year", but in the second case only for "unusually large contracts"; the IRS cites this as evidence that the management venture entity in the second case will have broad discretion over the LLC's activities and assets that may not always be under the board's supervision.
  

· In the first case but not the second, the governing documents require the LLC to operate any hospital it owns in a manner that furthers charitable purposes by promoting health care for a broad cross-section of its community.  The governing documents explicitly provide that the duty of the board members to operate the LLC in a manner that furthers charitable purposes by promoting health for a broad cross-section of the community overrides any duty they may have to operate the LLC for the financial benefit of its owners.  The IRS notes that in the second case, "In the absence of a binding obligation in [the LLC's] governing documents for [the LLC] to serve charitable purposes or otherwise provide its services to the community as a whole, [the LLC] will be able to deny care to segments of the community, such as the indigent."
  

· In the first case, the LLC enters into a five-year management agreement with a management venture entity that is unrelated to either owner for day-to-day management services.  In the second case, the LLC enters into a management agreement with a subsidiary of the for-profit member; the agreement cannot be terminated without cause unless the subsidiary consents.
  

· In the second case, the chief executive officer and chief financial officer of the LLC will be individuals who previously worked for the for-profit member.  The IRS notes that the primary source of information for the board members appointed by the exempt member will be these executives and the management venture entity. 

The IRS standards reflect a concern that an exempt organization's investment in an entity that can be controlled by private investors may be used in ways that do not further the organization's exempt purposes and, at worst, that result in private inurement or impermissible private benefit.  For example, an ASC that is controlled by private persons may exclude financially burdensome classes of patients or may contract with investors on overly generous terms.  These concerns are reflected in the emphasis in Rev. Rul. 98-15 on charitable purposes taking precedence over other purposes and, in particular, the concern regarding long-term management contracts. 

Structuring the Venture Entity under IRS Standards
The risks of the venture to the hospital will be minimized if the hospital conforms to the first example in Rev. Rul. 98-15 and has control over the venture entity (e.g., by majority representation on the management board).  However, in many cases, a hospital-controlled model is unacceptable to the physician participants, who may have other alternatives to joint venturing with the hospital (e.g., operating an entity owned entirely by physicians or seeking equity participation from a third party).  Accordingly, we have developed a model that is structured to provide a reasonable argument that a participating hospital can ensure ongoing exempt activity and that therefore participation in the venture should be treated as an exempt activity.  Under this model, the venture company entity's Operating Agreement reflects a sharing of power between the hospital and the physicians, with each able to prevail on certain issues (the physician areas of control are clinical matters and are built in to make the hospital areas of control more acceptable to the physician investors).  Under our model, a deadlock involving an action or inaction that qualified counsel has stated in writing is necessary to protect the hospital's tax-exempt status or the tax-exempt status of its bonds, to prevent the hospital's allocable share of venture income from being unrelated business taxable income, to prevent the application of the anti-self-referral provisions of the Stark Legislation or to avoid a violation of law or regulation is resolved in favor of the hospital's position.  Physicians are given control over certain clinical matters through delegation of authority to a Clinical Committee. 

Areas that are typically reserved to the Clinic Committee include surgery scheduling, medical staff credentialing (subject to the venture entity's open staff requirements), quality assurance, utilization management, training and education of clinical support staff employees and medical records oversight.  (The hospital could prevent the physician investor representatives from controlling clinical matters in cases where the matter is likely to have a material adverse financial effect on the venture entity or require a material financial commitment by the venture entity.)  Under a 50/50 governance model, deadlocks on matters other than regulatory matters or matters reserved to the clinical committee would be resolved through non-binding mediation. 

 If a 50/50 governance model is used, physician investors may seek an additional procedural step in the event that the Hospital exercises its authority over regulatory matters in order to prevent the hospital for exercising this power arbitrarily.  One approach would be to dissolve the venture entity, with the Hospital (or the physician investors, as may be negotiated) having an option upon dissolution to purchase the venture entity's assets at fair market value. 

 Under the alternative structures discussed above, the day-to-day activities of the venture entity are generally controlled by a management board appointed by the members.  Thus, the hospital would exercise its authority through directives to hospital employees who are appointed to serve on the management board.  In order for this to work effectively, the hospital should have the ability to remove the managers that it appoints at any time, and the voting mechanism should not allow a manager's absence to result in a loss of control. 

In addition to the governance considerations described above, in order for a health care venture to further the exempt participant's tax-exempt status, it should provide services to Medicare, Medicaid and indigent patients consistent with the exempt participant's policies.  In addition, the venture should have an open medical staff, consistent with the size and nature of the facility.  Frequently, such ventures delegate credentialing decisions to the hospital participant. 

Third-Party Contractual Arrangements
In our experience, the identity of a manager or management venture entity for the Venture entity is typically a matter of concern to physician investors, who generally will want the ability to terminate the manager and in some cases will want to provide the management themselves through a management contract. Whether the manager is an employee of the Venture entity, an independent management venture entity or an entity owned by physician investors, the Hospital may also find itself in a position of wanting to have the authority to terminate the manager in circumstances where the physician managers may not agree. We do not recommend that physicians provide management services unless the contract has a relatively short term (no more than three years) and the hospital has the power to terminate the contract.    

Contracts with related parties raise additional concerns.  As a general rule, it is appropriate that decisions regarding whether to terminate contracts with related parties for cause be made by disinterested parties; however, because the hospital may contract with the Venture entity, it may be preferable instead to have such disputes resolved by arbitration. 

The considerations outlined in the preceding two paragraphs may best be addressed by providing in the Venture entity's Operating Agreement that the hospital control whether to enter into, or terminate, a management contract with a party related to the physician investors.  Alternatively, the Venture entity's Operating Agreement could provide that (a) either party may terminate the manager or management contract without the consent of the other and (b) decisions as to whether to terminate other contracts with either party for cause will be made either by the other party or through arbitration. 

In order to prevent the management venture entity or administrator from making fundamental decisions regarding the Venture entity, we typically build in a list of powers that can be exercised only by the board of managers.  These include the following functions: 

(a) merging, consolidating or liquidating the Venture entity or adopting any plan of exchange, reorganization or transfer of all or a substantial portion of the Venture entity's assets; 

(b) selling, leasing, encumbering or otherwise transferring of all or substantially all of the venture entity's assets; 

(c) establishing a joint venture with another person or entity; 

(d) creating a subsidiary, or acquiring equity interests in any corporation, partnership or limited liability venture entity; 

(e) establishing operating and capital budgets, making expenditures in excess of such budgets, or approving any amendment to the venture entity's organizational and governing documents; 

(f) approving, entering into, amending or renewing any management agreement; 

(g) changing the scope of services provided at the Venture entity's facility; 

(h) approving, entering into, amending, renewing or terminating any agreement with any member or any person or entity affiliated therewith; 

(i) approving or entering into any agreement which has a material financial effect on the Venture entity; 

(j) approving or entering into any lease obligation which would commit the Venture entity to future minimum lease payments of more than a specified amount; 

(k) limiting the Venture entity's provision of care to Medicare or Medicaid patients and/or the Venture entity's provision of care to indigent patients, or limiting membership in the Venture entity's medical staff that is not related to qualityofcare considerations or to the Venture entity's capacity or services; or 

(l) requiring capital  contributions from the members of the Venture entity. 

Joint Venturing of Existing Hospital Services
 Although the typical venture involves new services conducted on an outpatient basis, in some cases it is advantageous for a hospital to contribute existing hospital services to the venture.  Any such arrangement must be carefully structured taking into account the following considerations: 

· The arrangement may result in an alienation of church property in the case of a religious-affiliated hospital.
  

· If hospital space to be used in the venture is tax-exempt bond-financed, the use of such space by a joint venture constitutes a private use.  Thus, a determination must be made of whether funds reserved for a nonexempt use can be allocated to the space to be used by the venture. If this is not possible, it may be necessary to defease or redeem the bonds.  IRS rules permit only a de minimis amount (generally 5%) of the proceeds of a tax-exempt bond issue to be used for a private use.  
  

· An exempt participant in a joint venture with private persons must be able to demonstrate that its participation in the venture furthers exempt purposes.  Historically, the IRS indicated that ventures involving existing facilities had to add a new or improved component to the provision of health care.  It is unclear whether this requirement is still applicable in light of Rev. Rul. 98-15.  Nonetheless, it is advisable to be able to demonstrate that a venture involving existing facilities in some way will result in new services or equipment, improved quality and/or reduced charges so as to be able to demonstrate that the exempt organization's participation in fact furthers its exempt purposes.
  

· An exempt organization may not give or sell to a private person a net profits interest in the organization or a department thereof.  Thus, the venture should actually operate the facility, and cannot be merely a means of apportioning the hospital's revenues. 

 A tax-exempt entity must ensure that all of its dealings with private persons are on fair-market-value, arm's length terms.4   Failure to do so could result in revocation of the hospital's tax-exempt status based on a determination that the dealings resulted in private inurement or more than insubstantial private benefit. 5  The prohibition against private inurement and more than insubstantial private benefit applies to any benefit provided to private persons or to a joint venture with any owners who are private persons, whether in the form of cash or otherwise. 

Private use considerations
IRS rules permit only a de minimis amount (generally 5%) of the proceeds of a tax-exempt bond issue to be used for a private business use.  Accordingly, if the space to be used by a venture is tax-exempt bond-financed and de minimis non-exempt use funds are not available to be allocated to the space used by the venture, then the bonds must be defeased or redeemed. 

Anti-kickback Statute Considerations
The Anti-kickback Statute prohibits the knowing and willful solicitation, receipt, offer or payment of any remuneration (including any kickback, bribe or rebate), directly or indirectly, overtly or covertly, in cash or in kind, to any person in return for referring (or to induce such person to refer) an individual to a person for the furnishing or arranging for the furnishing of any item or service for which payment will be made in whole or in part under governmental programs, including Medicare, Medicaid and CHAMPUS.  Severe criminal and civil penalties apply to violations of the Anti-kickback Statute. 

The Department of Health and Human Services ("HHS") has promulgated "safe harbor" regulations that protect certain specified arrangements from prosecution under the Anti-kickback Statute.  An arrangement must meet all of the elements of a safe harbor to be protected from prosecution, although failure to comply with a safe harbor does not mean that the statute has necessarily been violated.  The risk arising from failure to fully meet a safe harbor depends on an evaluation of all facts and circumstances. 

The regulations contain two safe harbors relevant to investment interests.  The first relates to investments in large, publicly traded entities and would not be applicable to a typical hospital/physician joint venture.  The second investment interest safe harbor applies if all eight of the following requirements are met: 

(a) No more than 40% of the value of the investment interests of each class of investments are held by investors who are in a position to refer or otherwise generate business for, furnish items to or provide services to the venture ("Tainted Investors"); 

(b) The terms on which the investment interests are offered to any passive investors6 who are Tainted Investors are no different from those offered to other passive investors; 

(c) The terms on which an investment interest is offered to Tainted Investors are not related to previous or expected volume of business from that investor to the entity; 

(d) No passive investor is required to make referrals, be in a position to provide items or services or otherwise generate business as a condition for remaining as an investor; 

(e) Neither the entity nor any investor markets or furnishes the entity's items or services differently to passive investors than to noninvestors; 

(f) No more than 40% of the gross revenue of the entity in the previous fiscal year or previous twelve-month period comes from referrals or other business generated from investors; 

(g) The entity does not loan funds to or guarantee a loan for a Tainted Investor if any part of such loan is used to obtain the investment interest; and 

(h) Payments to investors are directly proportional to the amount of their capital investment. 

A typical hospital/physician service venture will not meet the 40% tests described above.  All investors, including the hospital participant, typically will be in a position to refer, or otherwise generate business for, furnish items to or provide services, to the Venture, and frequently most of the revenues will be for services referred by the physician investors. 

HHS proposed additional safe harbors in September 1993.  A proposed investment interest safe harbor would protect payments by certified ambulatory surgical centers ("ASCs") to investors who are surgeons in a position to refer patients directly to the ASC and perform surgery themselves on the referred patients, provided that all of the investment interests in the ASC are held by such individuals (e.g., a venture with a hospital investor could not qualify).  The proposed safe harbor, however, would limit its scope of coverage to ASCs certified under 42 C.F.R. Part 416 and would not apply to ASCs located on the premises of a hospital that share recovery room space with the hospital. 

The Office of Inspector General ("OIG") of HHS released Advisory Opinion 98-12 on September 23, 1998.  In Advisory Opinion 98-12, the OIG concluded that, although a proposed joint venture among several orthopedic surgeons and anesthesiologists specializing in pain management to establish an ASC might technically violate the Anti-kickback Statute if the requisite intent to induce referrals were present, it would not impose sanctions on the physician investors who requested the advisory opinion. 

The OIG indicated that it would not take enforcement action against the facility based on the following factors: 

· ASCs are less expensive than hospital inpatient surgery facilities and offer a setting that is preferred by many patients.
  

· The OIG (as noted above) has proposed a safe harbor to protect surgeons who, as an extension of their personal office practice, routinely perform procedures in ASCs in which they have investment interests.  Legitimate reasons for surgeons to seek ownership in an ASC in which they will personally perform services on a routine basis include personal and patient convenience, professional autonomy, accountability, and quality control.  There is little increased risk of overutilization or unnecessary surgery from the investment return to the surgeon beyond that resulting from the professional fee.  However, Advisory Opinion 98-12 is conditioned on each of the participating physicians generating at least one-third of total medical practice income from performing ASC Procedures.
  

· The revenue from procedures on Medicare beneficiaries was estimated at only 5% of the ASC's total revenues.
  

· The physician investors would provide their patients with a written disclosure of their ownership in the ASC. 

 Notwithstanding the above statements in Advisory Opinion 98-12, we do not believe that the percentage of revenue from procedures on Medicare beneficiaries must (or should) be limited or that it is necessary to limit investment in joint ventures to physicians who generate at least one-third of their total medical practice income from performing procedures of a type that could be performed at the joint venture's facility (or practices composed exclusively of such physicians).  However, we believe that participation by physicians who will not be in a position to regularly perform services at a joint venture's facility, whether such participation is direct or through ownership in a practice owning membership interests, may raise concern.7  Thus, primary care or other physicians who would not themselves perform services at a venture's facility but who would be in a position to refer to physicians who might be anticipated to perform the referred services at the facility (e.g., surgeon investors in an ASC) should not be offered investment interests in such a venture.  

Arrangements between the venture and the hospital participant or between the venture and physicians should also be structured to fall within safe harbor regulations where possible.  Potentially applicable safe harbors include those for certain personal service arrangements and  certain space and equipment leases. 

Stark Legislation Considerations 
 The Stark Legislation prohibits Medicare and Medicaid referrals of a group of services defined as "designated health services" from physicians if the physician (or an immediate family member) has a "financial relationship" with the referral recipient, unless an exception applies.  The designated health services are clinical laboratory services; physical therapy services; occupational therapy services; radiology (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.  The Health Care Financing Organization ("HCFA") has indicated in proposed regulations interpreting the Stark Legislation that were released January 9, 1998 (the "Proposed Regulations") that in certain cases financial relationships may be attributed for Stark Legislation purposes, stating: 

	We believe that a physician or family member can receive compensation from an entity, even if the payment is "funneled through" a business or other entity or association and even if the payment changes form before the physician actually receives it.8a3


A threshold question is whether the venture in question will provide any designated health services.  If not, then ownership in the venture by physicians (or their immediate family members) or their entities would not raise Stark Legislation concerns.  However, financial arrangements between the venture and the physicians or between the venture and the hospital that do not fit within a Stark Legislation exception might cause the Stark Legislation referral prohibition to apply to referrals from  physician investors to the hospital. 

 If the venture will provide any designated health services, an exception under the Stark Legislation would need to be found.  One commonly used exception applies to designated health services furnished in a rural area by an entity if substantially all (defined in the Proposed Regulations at least 75%) of the designated health services furnished by the entity are furnished to individuals residing in a rural area.  A "rural area"' is defined as meaning an area outside of a Metropolitan Statistical Area.  There is also an exception, found under the Proposed Regulations, that would apply to: 

	Services furnished in an ambulatory surgical center (ASC) . . . if payment for those services is included in the ASC payment rate . . . 9


A similar final regulation applies to clinical laboratory services. 

Any ancillary arrangements between the venture and the hospital or between the venture and physicians must also be structured to fall within a Stark Legislation exception.  The exceptions for certain personal services arrangements and certain space and equipment leases may, for example, be utilized. 

Medicare Reimbursement Considerations
 The Medicare reimbursement consequences of a proposed venture should be analyzed.  If the venture is an ambulatory surgical center, it would be separately certified by HCFA and would be required to comply with 42 C.F.R. Part 416, which contains the Medicare regulations applicable to ASCs.  These regulations state that an ASC is "any distinct entity that operates exclusively for the purpose of providing surgical services to patients not requiring hospitalization, has an agreement with HCFA to participate in Medicare as an ASC, and meets the conditions set forth in Subparts B and C of this part."  Other ventures would be subject to different Medicare reimbursement treatment; for example, some ventures may be reimbursed as independent diagnostic treatment facilities ("IDTFs") for Medicare purposes.  The parties should review reimbursement consequences to ensure that Medicare reimbursement will be available. 

State Law Considerations
 Several state law considerations may be relevant to a contemplated venture; these considerations will depend upon the law of the particular state.  These include: 

· Certificate of Need ("CON") requirements, if any.  The trend toward elimination of these requirements typically results in heightened joint venture activity where state CON statutes are repealed.
  

· Applicable State licensing standards.
  

· Applicable State self-referral, kickback or fee-splitting prohibitions.
  

· State securities law considerations. 

Securities Law
 The securities law implications of a venture must be analyzed.  Many ventures, particularly ASC offerings, require the use of a private placement memorandum. 

Further Information
 For additional information on joint venture legal issues, please contact Robert Cohen at (402) 231-8738 or email: robert.cohen@kutakrock.com 


  

Footnotes
1. As noted below, limiting staff privileges to investors may jeopardize the treatment of income from the venture as tax-exempt.
2. Rev. Rul. 98-15, 1998-12 I.R.B. 6 (discussed below).
3.  While what is more than insubstantial is a matter of facts and circumstances, aggregate nonexempt activity that accounts for less than 1015% of gross income is generally considered insubstantial for these purposes, and greater amounts of nonexempt activity may be permissible in certain circumstances.  An unrelated activity that is more than insubstantial will not endanger an exempt organization's tax-exempt status if the exempt organization conducts the activity, or holds an interest in a limited liability venture entity or partnership conducting the activity, through a taxable subsidiary.
4.  The Internal Revenue Service defines fair market value for these purposes as follows: 

The fair market value of property, including the right to use property, is the price at which property or the right to use property would change hands between a willing buyer and a willing seller, neither being under any compulsion to buy, sell or transfer property or the right to use property, and both having reasonable knowledge of relevant facts.  

63 Fed. Reg. 41486, 41501 (August 4, 1998).  (This definition, contained in proposed regulations under the excess benefit transaction taxes under Code Section 4958, restates the standard IRS definition of fair market value.)
5.  In addition, physicians who are deemed "disqualified persons" may be subject to excise taxes on the excess value received and to mandatory repayment of that value to the Hospital pursuant to Code Section 4958.  "Disqualified persons" are those who have had the ability to substantially influence the affairs of the organization; whether physicians are "disqualified persons" depends on the facts and circumstances.  See Prop. Treas. Reg. 53.4958-3 (setting forth factors to consider in determining disqualified person status). 

6.  For these purposes, a member of an LLC is a passive investor.
7.  Advisory Opinion 98-12 highlights the OIG's concern regarding participation by referring physicians in ASCs, stating: 

[T]his Office is concerned about the potential for investments in ambulatory surgical centers to serve as vehicles to reward referring physicians indirectly.  For example, a primary care physician, who performs little or no services in an ambulatory surgical center in which he has an ownership interest, may refer to surgeons utilizing the ambulatory surgical center, thereby receiving indirect remuneration for the referral through the ambulatory surgical center's profit distribution.  Similarly, an investment by orthopedic surgeons in an ambulatory surgical center that is not equipped for orthopedic surgical procedures, or that is exclusively used by anesthesiologists performing pain management procedures on patients referred by the orthopedic surgeons, would be suspect. 

8.  63 Fed. Reg. 1659 at 1705.
9.  Prop. 42 C.F.R. 411.355(d).
