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This year, six Advisory Opinions issued by the Office of the Inspector General have resurrected the possibility of “gainsharing” programs among hospitals and their medical staffs.

This article will review the substance of these (almost identical) opinions and the legal issues they present in the context of the recent history of gainsharing initiatives and offer some comment on the opportunities presented by these developments.

I.
Gainsharing Initiatives.

Gainsharing is generally understood as an arrangement among a hospital and physicians on the medical staff allowing the physicians to share financially in hospital cost savings achieved in collaboration with the hospital.  These arrangements present several legal issues under federal law: (i) the civil monetary penalty (“CMP”) for reductions or limitations of direct patient care services provided to federal health care program beneficiaries, Sections 1128A(B)(1) and (2) of the Social Security Act
, (ii) the Anti-Kickback Statute,
 (iii) the Stark Law,
 and (iv) issues of private inurement and private benefit for tax-exempt hospitals.


A.
1999 OIG Bulletin (“1999 Bulletin”).

In July 1999, the OIG issued a “Special Advisory Bulletin”
  addressing the application of the CMP to gainsharing programs.  The Bulletin followed on considerable interest in gainsharing proposals.  Earlier, in 1994, the OIG issued a proposed rule implementing the hospital physician incentive plan law.
  In the preamble to the rule, the OIG cited a GAO report assessing physician incentive plan arrangements.  The GAO report identified factors in an incentive plan arrangement that might reduce the quality of care to plan beneficiaries.  The 1994 proposed rule reaffirmed that the incentive plan provisions apply only to physicians having direct patient care responsibilities, and that payments tied to overall cost or to length of stay, “without regard to how specific reductions are made,” could be viewed as inducements to reduce the costs of services.
  However, the Preamble went on to indicate that it would not be possible to indicate in regulations what makes an acceptable physician incentive program and went on to say that the OIG would review each suspect inventive plan on a case-by-case basis to determine its acceptability. 

At the time the 1999 Bulletin was issued, there were hospitals that had implemented gainsharing programs, taking guidance from, among other sources, the discussion in the Preamble to the proposed Rule.  The Internal Revenue Service had issued several (unpublished) private letter rulings.
  There were then pending several requests for Advisory Opinions from the OIG.
The 1999 Bulletin provoked a strong reaction from the Bar, and further response from the General Counsel of the OIG defending the consistency of the position of the OIG in the 1999 Bulletin with prior statements.
  As explained by their general counsel, the OIG had concluded that none of the arrangements they were examining provided sufficient assurance that the care to Medicare and Medicaid beneficiaries would not be adversely affected.  They were concerned that the quality measures built into pending proposals (1) were more or less subjective, (2) would be applied to patient volumes that were insufficient to yield statistically significant results, and (3) were not subject to independent verification.
The 1999 Bulletin abandoned the case-by-case approach to gainsharing arrangements.  The OIG stated that while “appropriately structured gainsharing arrangements may offer significant benefits where there is no adverse impact on the quality of care received by patients, section 1128A(b)(1) of the Act clearly prohibits such arrangements.  Moreover, regulatory relief from the CMP prohibition will require statutory authorization.”
The OIG further considered whether, notwithstanding the absence of regulatory authority, it should use its advisory opinion process to protect individual gainsharing arrangements from the OIG’s administrative sanctions through the issuance of favorable advisory opinions.  It concluded that it should not since (1) the proposed arrangements contained a high risk of abuse, (2) such arrangements would require ongoing oversight as to quality of care, which is not available through the regulatory process, and (3) case-by-case reviews would be an inadequate substitute for regulation.

B.
Application of the CMP to Gainsharing.

Under the provisions of the CMP, a hospital is prohibited from making a payment, directly or indirectly, to induce a physician to reduce services to Medicare or Medicaid beneficiaries under the physician’s direct care.  Hospitals that make and physicians that receive any such payment are liable for civil monetary penalties up to $2,000 per patient covered by the payments.
In the view of the OIG, as set forth in the 1999 Bulletin, the provisions of the statute apply broadly, without regard to the medical necessity of the services.  The OIG based this position on the fact that the companion statute to the CMP, dealing with incentive payments by managed care plans, as later amended, deals expressly with reduction of “medically necessary care” to individuals.
 The OIG referred to the gainsharing arrangements discussed in the GAO Report that served as an impetus to the passage of the CMP provisions, and concluded that the language of the statute is directed at the kinds of incentive plans described in the GAO Report which the OIG considered indistinguishable from “the variants being promoted by hospitals and health care consultants today.”   The OIG also viewed the CMP as covering items and services under the federal health programs although the statute uses only the terms “services.”  The statute applies to reduction or limitation of services to Medicare or Medicaid fee-for-service beneficiaries.  

As noted in the 1999 Bulletin, joint ventures involving physician ownership and physician ownership of whole hospitals may also present the same potential to induce physicians to reduce costs to generate profits, thus implicating the CMP.


C.
2001 Advisory Opinion; Subsequent 2005 Advisory Opinions.

The OIG relented 18 months later and issued a favorable opinion concerning an arrangement in which a hospital would share with a group of cardiac surgeons cost savings arising from the surgeons’ implementation of a number of cost reduction measures in certain surgical procedures.
  The opinion dealt with the CMP and Anti-Kickback issues raised by the proposed arrangement.

Proposed Arrangements, 2001 Advisory Opinion

The proposed arrangements in the 2001 opinion were similar to the arrangements set forth in the recent 2005 advisory opinions.  Notably, all involve a key role for a “program administrator,” a consultant who has worked to develop the data and programs to involve physicians in hospital cost saving programs.

· The parties to the arrangement are an acute care not-for-profit hospital, a cardiac surgery group including only cardiologists, and the program administrator.  Here, the cardiac group accounted for 85% of the cardiac surgeries at the hospital.  A footnote adds that the other cardiac surgeons at the hospital would be given an opportunity to participate in “future cost savings arrangements on similar terms.”

· The program administrator had been engaged to do an analysis of the practices of the cardiac surgeons at the hospital and would be retained to collect data, and analyze and manage the proposed arrangement.  The program administrator would be paid a fixed monthly fee which was certified to be fair market value established in an arms-length transaction.  The fee would not be tied to cost savings or the compensation of the physicians.
· An appendix to the opinion (redacted) set forth the results of the program administrator’s study and specific cost savings opportunities, which the hospital and surgeons had approved as medical appropriate.

· 19 specific recommendations regarding changes in the surgeons’ operating room procedures were proposed, falling into several categories:
· Opening packaged items only “as needed” during a procedure.
· Substitution of less costly items where appropriate.
· Limitation of the use of Aprotinin, a medication given pre-operatively to discourage bleeding, to only those at higher risk for hemorrhaging as indicated by objective standards.
· The proposed program included safeguards to ensure there would be no inappropriate reduction of care:

· With regard to delaying opening disposable components of a cell saver unit until a patient experiences excessive bleeding, which involved a delay of 2 to 5 minutes, and the substitution items, objective historical data and clinical measures would be used to establish a “utilization” floor below which no shared cost savings would accrue.  Thus, if the cell saver has been used in X% of cases historically, there would be no share of savings below that floor utilization.

· Similar historical data would be used to limit the savings accruing from use of Aprotinin.  All cases would be reviewed by the program administrator to determine that surgeons followed clinical indicators for appropriate use of Aprotinin.
· Substantial savings would result – 75% from proposed reduction of routine use of Aprotinin, and 10% from delayed use of cell saver.

· The surgeon group would get 50% of cost savings for one year.  Savings would be calculated separately for each of the 19 items by subtracting current year costs from historical costs for the same items in prior years.

· Payments to the group were limited in certain important respects:

· If the volume of procedures for federal health program beneficiaries were to exceed the prior (base) year, there would be no sharing of cost savings for excess cases.

· To minimize the incentive to steer higher cost patients to other hospitals, the case severity, ages, and payor mix would be monitored by a committee composed of the requestors.  If there were changes in referral patterns, the surgeon would be terminated from the program.
· The surgeons would not be paid more than 50% of a cap amount identified in the program administrator’s report which projected cost savings.

· The payments would be distributed per capita to the physicians.
· The requestors certified that payments to the surgeon group will be fair market value for services.
· The hospital and surgeon group would document the activities and the payment methodology under the proposed arrangement and make it available to the Secretary of the HHS.
· The arrangement would be disclosed pre-admission to patients, including the fact that the surgeons’ compensation would be based in part on achieving cost savings.  Patients would have the opportunity to review details including cost saving measures applicable to their surgeries.

2005 Advisory Opinions


The six opinions released in 2005 deal with similar proposals, all involving cardiac care, the same consultant, and similar legal analysis and reliance on safeguards that prevent against inappropriate limitation of care and the risk of illegal inducement of referrals under the Anti-Kickback Statute.  The separate opinions are individually instructive insofar as the specific recommendations for cost saving involve variations, and the variations in safeguards related to the different cost saving measures provide examples of what the OIG considered and required as effective to measure and protect the quality of care.

1.
OIG Advisory Opinion 05-01


This opinion involved a proposed arrangement for a hospital to share with a cardiac surgery group 50% of savings from the surgeons’ implementation of 24 cost-saving recommendations involving:

· Opening pre-packaged items as needed

· Performing blood cross-matches only a needed
· Substituting less costly items
· Product standardization of cardiac devices

2.
OIG Advisory Opinion 05-02

This opinion involved a proposed arrangement for a hospital to share with five cardiology groups 50% of savings from the cardiologists’ implementation of 18 cost-saving recommendations involving:

· Product standardization of cardiac catheterization devices (stents, balloons, interventional guidewires and catheters, vascular closure devices, diagnostic devices, pacemakers, and defibrillators)

· Limiting the use of certain vascular closure devices

3.
OIG Advisory Opinion 05-03

This opinion involved a proposed arrangement for a hospital to share with a cardiac surgery association 50% of savings from the surgeon’s implementation of 29 cost-saving recommendations involving:

· Opening pre-packaged items as needed

· Performing blood cross-matches only a needed
· Substituting less costly items
· Product standardization of cardiac heart valves

4.
OIG Advisory Opinion 05-04

This opinion involved a proposed arrangement for a hospital to share with five cardiology groups 50% of savings from the cardiologists’ implementation of 17 cost savings performed during certain cardiology procedures, including recommendations involving:

· Product standardization of certain cardiology devices (stents, balloons, interventional guidewires and catheters, vascular closure devices, diagnostic devices, pacemakers, and defibrillators)

· Limiting use of certain vascular closure devices

· Substituting less costly items related to contrast agents


5.
OIG Advisory Opinion 05-05

This opinion involved a proposed arrangement for a hospital to share with a cardiology group 50% of savings from the cardiologist’s implementation of 12 cost-saving recommendations in designated cardiac catheter lab procedures involving:

· Product standardization of certain cardiology devices (stents, balloons, interventional guidewires and catheters, vascular closure devices, diagnostic devices, pacemakers, and defibrillators)

· Limiting use of certain vascular closure devices


6.
OIG Advisory Opinion 05-06

This opinion involved a proposed arrangement for a hospital to share with a cardiac surgery group 50% of savings from the surgeons’ implementation of 27 cost-saving recommendations involving:

· Opening pre-packaged items as needed

· Limiting the use of certain surgical supplies (e.g. gelfoam, surgical and vancomycin paste) to an as-needed basis
· Substituting less costly items
· Product standardization of certain cardiac devices and supplies
Legal Analysis in 2001 and 2005 Advisory Opinions
The legal analysis is virtually identical in all of the opinions.

1.
CMP


In reviewing the proposed arrangement, the OIG notes that the specificity of the proposed recommendations allows them to review the impact on patient care.  With the exception of the proposal to open surgical tray items on an “as needed basis” involving insignificant delay and certain product substitutions, they concluded that all of the proposed recommendations will “limit or reduce the current medical practice at the Hospital” and thus violate the CMP.  They concluded, however, that the proposed arrangements contain safeguards that will lead them to not seek sanctions under the CMP.
· The specificity of the recommendations allows for “transparency,” for public scrutiny and individual physician accountability for any adverse effects, including differences in treatment based on nonclinical indicators.  Also, the proposed arrangements will “facilitate accountability through the medical-legal liability system.”

· The requestors provided credible medical opinion that the proposed measures will not lower the standard of care.

· Payments are based on surgeries regardless of payors (except for the cap on federal health program patients); the affected surgeries are not disproportionately performed on federal health plan beneficiaries, and savings calculations are based on “actual costs.”
· The arrangements protect against inappropriate reductions by reliance on an accurately measured baseline.

· For the 2005 Advisory Opinions, which each deal with product standardization measures, the program allows the physicians to select from the same list of devices after implementation of the proposed arrangement as they could previously.  The proposal is designed “to produce savings through inherent clinical and fiscal value and not from restricting the availability of devices.”
· Written disclosure to patients offers protection against abuse of patient trust.

· Incentives are reasonably limited in duration and amount.
· Because distribution of cost savings is made per capita to physicians, any incentive to generate disproportionate cost savings is mitigated.


The OIG reiterates concerns from 1999 Bulletin and differentiates the proposed arrangements from other gainsharing proposals, particularly those that offer to pay physicians a percentage of generalized cost savings not identified with specific measures.  Specification of the cost saving measures ties remuneration to actual, verifiable savings and allows assessment of any impact on quality.

These opinions also note features presented by many gainsharing plans which lead to heightened risk of inappropriate reductions or limitations of services:
· No connection between individual actions and reduction in hospital out-of-pocket costs.
· Individual actions are not identified with specificity.
· Insufficient safeguards against the risk that the other identified actions, such as premature discharges, might actually account for savings.
· Quality of care indicators are of questionable validity and statistical significance.
· No independent verification of cost savings, quality of care, or other essential aspects of the arrangement.

2.
Anti-Kickback Analysis


The OIG considered whether the proposed arrangement in each opinion, a compensation arrangement between a hospital and a physician who admits to the hospital, “could be used to disguise remuneration from the hospital to reward or induce referrals” by the surgeon group.
  The OIG concluded that the proposed arrangements could result in illegal remuneration if the requisite intent to induce referrals were present, but that the safeguards in the proposals were reason enough not to impose sanctions.
· Since the surgeons are already on the hospital medical staff, it is unlikely that new surgeons would be attracted by these arrangements.  The number of cases reimbursed by federal health programs that can lead to gainsharing is capped based on historical utilization, and the contract term is limited to one year.  The severity of cases will be monitored to make sure that it is not reduced in an effort to save costs.

· The program does not reward physicians who refer to the cardiologists or cardiac surgeons since these referring physicians do not share in the gainsharing rewards.  Payments are shared per capita in each of the participating group or groups.
· Recommendations are specific.  Several items carry proposed risks of liability to physicians, and it is not unreasonable to compensate them for increased risk.  The amount of payments is limited in the aggregate cap, duration (one year) and scope (utilization parameters).  Although OIG does not opine on fair market value, the OIG states that the payments in these proposed arrangements do not seem unreasonable in light of these factors.  The opinions caution that multi-year arrangements might well lead to different results.

D.
Robert Wood Johnson University Hospital, Inc. v. Tommy G. Thompson, 2004 WL 3210732 (D. N.J. 2004) (the “Rob’t Wood Johnson Case”).
Gainsharing initiatives were dealt a curious set back on the heals of the 2001 OIG Advisory Opinion by the decision in the Rob’t Wood Johnson Case, a case brought by New Jersey hospitals questioning the legality under applicable statutes of a demonstration project approved by the defendant Secretary of HHS.  The demonstration project was awarded to the New Jersey Hospital Association and, as proposed to be implemented, would have permitted only 8 of the 107 members of the association to participate.  The project’s stated objective, according to the court, was reduce services provided to patients, albeit without “sacrificing the quality of patient care. . . . [A]ltered practice patterns could include shorter inpatient stays, fewer marginal but costly diagnostic tests, conversion to generic drugs, shorter operating room times, more cost effective use of intensive care units, etc.”
 The plaintiffs argued that the establishment and implementation of the project would cause them to suffer economic injuries through an increase in illicit referrals by participating doctors to the participating hospitals to the detriment of the non-participating hospitals.  The plaintiffs sought an injunction against the demonstration project on the grounds that it violated federal law – that is, the Stark Law, the Anti-Kickback Statute, and the CMP.  The plaintiffs also argued that the participating hospitals would jeopardize their tax-exempt status, an argument which the court did not find necessary to address.
The court, reviewing the statutory authority for demonstration projects,
 concluded that the enabling stature for demonstration projects allows a waiver of compliance with Stark II, but that no such waiver is available for compliance with the Anti-Kickback Statute and the CMP.  The court concluded that the participating hospitals were not seeking to alter referral patterns through participation in the project and that, lacking the requisite scienter, there was no violation of the Anti-Kickback Statute.

The court distinguishes the purpose of the CMP from the purposes of the Anti-Kickback and Stark Laws, for which the gravamen of Medicare fraud is the inducement of a referral.
 According to the Court, the CMP is aimed at payments by hospitals to physicians to induce the physician to reduce or limit services to federal health program beneficiaries.  Although the proposed demonstration project was designed to reduce services provided to patients and achieve cost reductions without any sacrifice of quality of patient care, the court concludes, citing the 1999 Bulletin and legislative history of the CMP, that
[S]ervice reductions in exchange for a portion of Medicare Part A payments directly violate the CMP and appear to endorse the very conduct (e.g., encourage premature discharge to the financial advantage of the hospital”) that Congress sought to deter.
  
The court reiterated the argument in the 1999 Bulletin that the express provision of the amended companion legislation to the CMP, provisions prohibiting payments by Medicare managed care plans to physicians to limit medically necessary services, indicates that the provisions of the CMP are intentionally broader.  The defendants apparently admitted that the goal of the project was to make incentive payments to physicians like those paid to physicians by managed care organizations, which in the view of the court would require a legislative change.  Apparently, the defendants had also considered seeking an advisory opinion from the OIG with regard to the demonstration project.  However, no such opinion was sought, a course which the court considered “fatal.”
 

E.
Supplemental Compliance Program Guidance for Hospitals; MedPAC 2005 Report.

Although the “Supplemental Compliance Program Guidance for Hospitals,” released in January 2005 by the OIG, reiterates the position that gainsharing arrangements violate the provisions of the CMP, regulators and commentators see value and potential in gainsharing proposals, as evidenced by the recently released MedPAC Report.

Supplemental Compliance Program Guidance for Hospitals (“SCG”)


Released in January 2005,
 the SCG offers guidelines for hospital compliance plans.  With regard to the CMP and gainsharing, the guide does little more than indicate the position of the OIG regarding gainsharing.  Namely, that
Properly structured, gainsharing arrangements can serve legitimate business and medical purposes, such as increasing efficiency, reducing waste, and thereby, potentially increasing a hospital’s profitability.  However, the plain language of section 1128A(b)(1) of the Act prohibits tying the physicians’ compensation for services to reductions or limitations in items or services provided to patients under the physicians’ clinical care.

The SCG goes on to note that gainsharing arrangements may implicate the Anti-Kickback Statute if the cost-saving payments are used to influence referrals (e.g., cherry-picking healthy patients for certain hospitals, for instance, are overly liberal in amount with the design of “bonding” specialists) and that the arrangements may implicate the Stark law.
MedPAC Report on Physician Owned Specialty Hospitals (“MedPAC Report”)
The “Report to the Congress, Physician Owned Specialty Hospitals” was released by the Medicare Payment Advisory Commission Report in March 2005, coincidentally following the slew of 2005 OIG Advisory Opinions on gainsharing.  As required by the Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (“MMA”), MedPAC and the Secretary of HHS reported to Congress on the Medicare issues affected by the Stark Law moratorium on that law’s exception for physician-owned hospitals.
The report noted that there was limited and preliminary data concerning care in these hospitals to Medicare beneficiaries and that the report evaluation did not extend to quality of care, as would a future report.  Preliminarily, however, the data indicates:

· Physician owned specialty hospitals do not have lower costs for Medicare patients than other hospitals.
· These hospitals treat relatively less severe cases (and thus relatively more profitable cases) and concentrate on particular DRGs, some of which are relatively more profitable.
· They tend to have lower shares of Medicare patients than community hospitals.
· The financial impact on community hospitals in the markets where they are located has been limited thus far.

· Many of the differences in profitability across and within DRGs that create financial incentives for patient selection can be reduced by improving Medicare’s inpatient prospective payment system for acute care hospitals.
The MedPAC Report has six recommendations designed to improve the accuracy (or correct so-called inaccuracies) of the payment system to help make competition between community hospitals and physician-owned specialty hospitals equitable.  They recommended extension of the moratorium on specialty hospitals until January 1, 2007.

The MedPAC Report also recommended that Congress grant the Secretary of HHS the authority to allow gainsharing arrangements between physicians and hospitals and to regulate those arrangements to protect the quality of care and minimize financial incentives that could affect physician referrals.   They see such measures as a means of appropriately aligning physician and hospital incentives without adverse impact on care and providing an alternative to physician-owned hospitals.  Preliminarily, the commission indicates concerns with issues of self-referral, patient selection, utilization, and efficiency of physician-owned specialty hospitals.
The MedPAC Report suggests a regulatory approach to gainsharing, including rulemaking based on measures similar to the safeguards identified in the OIG advisory opinions, and development of model arrangements or safe harbors incorporating these features.  Importantly, they suggest, arrangements fitting these safe harbors should be protected from prosecution under the CMP and Anti-Kickback Statute.
II.
Stark Law

The OIG Advisory Opinions do not consider Stark Law compliance issues that may be raised by the gainsharing proposals since the Stark Law falls outside the advisory opinion authority of the OIG. One can conclude that the parties to the proposed arrangements have received favorable legal opinions from private counsel regarding the application of the Stark Law to these arrangements.

The Stark Law and its accompanying regulations prohibit a compensation relationship between a hospital and physicians that make referrals to the hospital for designated health services unless an exception applies.  Hospital inpatient services are such a designated health service.


The regulations describe several exceptions that might apply to gainsharing arrangements:

· Personal service arrangements
 

· Fair market value compensation

· Indirect compensation arrangements

(In theory, gainsharing arrangements might also be developed in a hospital-employed physician setting which would involve the bona fide employment exception
 and a similar analysis to the other exceptions.)

It is probably sufficient to note for this discussion that to comply with the personal service arrangements exception and the fair market value compensation exception regulations, several requirements of these rules are key:
· The arrangement is set forth in a written agreement with a term of one year which cannot be amended within the one-year term.
· The services to be provided by each individual physician compensated in the arrangement are stated with specificity.
· The compensation to be paid is determined in advance, does not exceed fair market value and, except in the case of a physician incentive plan, is not determined in a manner that takes into account the volume or value of any referrals or other business generated between the parties. 


In this respect, the additional Stark Law regulation defining “set in advance” and allowing certain “unit based compensation” is relevant.  The Stark Law regulations provide that compensation is “set in advance” if there is a specific formula which can be objectively verified, and the formula does not vary over the course of the agreement in a manner that reflects referrals.  The regulation also defines “unit based compensation” in such a way 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 the compensation is fair market value for services or items actually provided, and does not vary during the course of the compensation agreement in any manner that takes into account referrals of designated health services.


The indirect compensation exception has application to the kind of arrangements proposed in these advisory opinions, namely an arrangement in which the arrangement with the hospital is set forth in a contract with a group which employs and is owned by the referring physicians.  Thus, there are probably ownership/investment interests and employment relationships between the physicians and the group, and a compensation arrangement between the group and the hospital.  The relationship between the referring physician and the hospital constitutes an indirect compensation relationship.


Recall that the proposed arrangements in the OIG Advisory Opinions provide for calculation of cost savings on each recommended item affecting the cost of care; that the total payment possible under the arrangement is capped based on projected volume; that referral volumes of federal health plan beneficiaries, case severity, and payor mix could not vary; and that medically appropriate utilization of the affected items was required to remain comparable to the base period. Cost savings on these items would be attributable to the personal services involved in giving appropriate directions for items and services on an “as needed” basis and making the appropriate selections from the list of available supplies and devices.  Calculation of cost-saving payments is made, as appears to be provided in these gainsharing proposals, in accordance with a verifiable formula determined in advance.  It is also essential to compliance with these regulations that the compensation represents fair market value to the physicians for their gainsharing services.


The combination of these provisions probably threads the eye of this Stark Law regulatory needle.

With regard to establishing fair market value for services, in the proposed arrangements set forth in the Advisory Opinions, the requestor represented the fair market value of the compensation based upon the review of an independent consultant.  In this respect, the recently added regulations under the Stark Law, which provide “safe harbors” for physician compensation based upon third party surveys of compensation to other physicians in the same specialty, may not be particularly helpful unless the fair market value opinions mentioned in the Advisory Opinions were based upon physician specialty compensation and the time requirement for their services.

III.
Anti-Kickback Law.

The OIG Advisory Opinions discuss the possible implication of the Anti-Kickback Law for the proposed arrangements and conclude, as does the court in the Rob’t Wood Johnson Case, that while gainsharing arrangements can possibly implicate the Anti-Kickback Statute, a properly designed arrangement targeted at cost reduction can avoid creating an inference of payment to physicians to induce referrals of Medicare or Medicaid business.
The proposed arrangements in the advisory opinions do not fit within any Safe Harbor Regulation principally because aggregate compensation would not, according to the OIG in the Advisory Opinions, be set in advance, since the compensation would be paid on a percentage basis.
However, the OIG relied upon the safeguards established as part of the proposals to conclude that they would not impose sanctions.    See the discussion of the OIG Opinions, Anti-Kickback Analysis, infra at I.C.
IV.
Tax Exempt Organization Issues.

Tax-exempt organizations are not prohibited from paying incentive compensation to their employees or to others provided, for starters, that the compensation is reasonable and does not exceed fair market value for the services provided.  However, incentive compensation does raise concern on the part of the IRS that the compensation arrangements may create a conflict of interest between serving the personal interest of the individual receiving the compensation and serving the tax-exempt purposes of the organization.  Such arrangements are given special scrutiny on audit and safeguards deemed necessary by the IRS have developed in recent years.

GCM 38322 (March 24, 1980) suggested the following factors are indicative of a permissible incentive compensation arrangement (involving percentage compensation):

· An arms-length relationship;
· The contingent payments serve a real and discernible business purpose;
· The amount of compensation is not principally dependent upon incoming revenues but on accomplishment of the objectives of the compensation arrangement, and there is reasonable compensation including up to the capped amount;
· The actual results do not indicate abuse or unwarranted benefits;
· There is a cap on compensation.

See also GCM 39674 (October 23, 1987) and 39670 (October 14, 1987).

Other guidance has developed safeguards for hospital-physician compensation arrangements.  The 2000 CPE Text discussed GCM 38322 and also identified additional safeguards:

· Was the amount established by an independent board?
· Does the arrangement have potential for reducing the charitable services or benefits the organization would otherwise provide?
· Does the arrangement take into account data that measures quality of care and patient satisfaction?
· Does the arrangement reward the physician based on services the physician actually performs?

The IRS reportedly issued one or two private letter rulings in 1999 addressing fact patterns involving gainsharing plans between a hospital and on-staff cardiology groups pursuant to which the groups agreed to assist the hospital in the development and implementation of certain delineated process improvement programs that the hospital believed would result in more cost-effective utilization of hospital resources and improve quality of care.  Participating physicians were subject to certain program integrity requirements to ensure there would be no adverse effects on the delivery of services.  Savings would be measured at the end of one year and would be used, if generated, to fund a pool.  Funding of the pool was also conditioned on satisfaction of certain quality measures.  Physician groups would be eligible to participate in the pool in proportion to their individual contribution to the savings.  An independent third-party appraiser would analyze award amounts to confirm that payments represented fair market value for services.
  (The 1999 Bulletin from the OIG dumped cold water on these IRS developments.)

More recently, the IRS has published a non-binding Information Letter concerning the effect of participation of 501(c)(3) hospitals in a demonstration project wherein the hospital and physicians would receive “bundled” or global payments for certain high volume, high cost procedures and the physicians would be entitled to payment of a portion of the hospital’s Part A payment under Medicare to physicians who assist the hospital in improving the efficiency of care.
  The letter succinctly states

[A]ny compensation arrangement between a section 501(c)(3) organization and an employee or an independent contractor must not result in private inurement if that person is an insider, and must not confer impermissible private benefit whether or not that person is an insider.  Implicit in these two proscriptions is the requirement that the compensation actually paid must be reasonable. 


The letter reiterates the factors which the IRS will consider in analyzing whether any physician incentive compensation arrangement violates the proscriptions against private inurement and impermissible private benefit:
· Was the compensation arrangement established by a community board with a conflict of interest policy?  
· Does the compensation arrangement result in total compensation that is reasonable? Reference is made to compensation surveys for the physician specialty and geographic area.
· Is there an arms-length relationship or does the physician participate in management and control of the organization?
· Is there a ceiling or reasonable maximum on the amount a physician may earn to protect against errors in calculation of compensation and/or windfalls?
· Does the arrangement have the potential to reduce charitable care?
· Does the arrangement measure quality and patient satisfaction? Are there utilization controls?
· If the arrangement is net revenue based, does the arrangement accomplish the organization’s charitable purposes?
· Does the arrangement transform the relationship to a joint venture relationship?
· Does the arrangement amount to a distribution of profits to persons in control of the organization?
· Does the arrangement serve a real business purpose?
· Does the arrangement avoid abuse or unwarranted benefits, e.g. such as increases in prices?
· Does the arrangement compensate physician for personally performed services?

Other federal tax issues to consider in connection with gainsharing include the possibility of intermediate sanctions (depending on the status of participation physicians as “disqualified persons”) and restrictions relating to tax-exempt bond financing and permissible private business use.

V.
What Kind of Opportunity Does Gainsharing Present?

In concept, these Advisory Opinions represent a breakthrough recognition that it may be appropriate to compensate physicians for services not captured by the Part B concept of professional services, that physicians have a role to play in responsible cost reduction and, down the road perhaps, health care outcomes, a role that can also be an effective and appropriate basis for compensation. 

A.
Cost Savings.

Of course, the Advisory Opinions do not contain publicly available information concerning the amount of cost savings that may be achieved by these programs.  However, very little imagination is necessary to understand that the cost savings can be considerable.  Modern Healthcare reported that the consultant Jane Goodroe indicated that hospitals involved in the 2005 advisory opinions stand to save $600,000 to $4,000,000 annually, with physicians reaping half the savings (initially that is).


A substantial part of the savings arises from standardization of the expensive medical devices involved in many of these procedures.  The anticipation is that standardization of devices can also lead to more effective bargaining by hospitals with suppliers of devices.  Indeed, the Modern Healthcare article notes that one investment banker lowered his ratings and outlook on the orthopedic industry based on the advisories, reasoning that it will become more difficult for device companies to command their annual price increases if hospital and purchasing organizations can better control the bargaining for purchase terms than deal with piecemeal choices by their physicians.  The gainsharing approach has obvious application to orthopedic procedures.


B.
Replication of Gainsharing Programs.

Although the advances represented by the opinions present opportunities, how easy is it for others to follow with their own gainsharing programs?  Several comments and cautions:

· The Advisory Opinions and the Rob’t Wood Johnson Case quite clearly indicate that these programs violate the CMP.  Compare for instance, the position on the Anti-Kickback Statute in which confirmation that the OIG would not impose sanctions is not coupled with an assurance that the proposed arrangement nonetheless violates (not just “implicates”) the statute.
· The proposed arrangements that have been blessed evidence an extensive collection of historical data concerning practice and cost patterns, coupled with a commitment to measure data in the future.  Consider the consequences of the collection and availability of such data in the case of legal claims relating to care in the hospital setting.  
· These arrangements involve a high level of cooperation between the hospital and participating physicians.
· There are significant limits on the scope, amount, and measure of compensation to physicians.  If there is a significant component of effort to physician involvement in these measures after one year, can the effort be sustained and compensated for more than one year?  The advisory opinions suggest that at minimum a new base year of data would be required and that extension of the period of compensation could be questionable.

For the present, hospitals and physicians desiring to implement gainsharing programs should be prepared to make a significant investment in the development of a gainsharing program, starting with the collection of data concerning utilization of items and practices that could be modified without compromise to care to achieve savings.  Base line measures of quality, case severity, payor mix, and costs for individual physicians would be compiled.  Not only is an outside consultant necessary in the eyes of the OIG to develop the historical data to support a program, but depending on the element of innovation in the proposed gainsharing measure, additional medical expert opinion on the impacts on quality would be necessary to support recommendations for a gainsharing proposal.  An outside opinion to support the fair market value of the compensation for the involved physicians would be necessary.  

Obtaining an advisory opinion is advisable given the very specific cost sharing recommendations which are the focus of the gainsharing opinions.  Apparently not all the gainsharing recommendations made by the requestors in these opinions were deemed acceptable by the OIG.

C.
Future Legislation.

Future legislation granting the Secretary of HHS regulatory power in this area seems to have support, as evidenced in the MedPAC Report, and would help remedy the difficulty of the OIG’s positions on gainsharing as traced through the 1999 Bulletin and subsequent narrow advisory opinions.

As articulated in the 1999 Bulletin, the OIG does not believe the advisory opinion process is a feasible way to address gainsharing programs.  Since the advisory opinion appendices including the detailed and probably proprietary information presented in connection with these opinions, is not public or easily available, the opinions themselves are arguably not as valuable as general guidance on arrangements addressed in other OIG opinions that identify less complicated terms and parameters to permissible activity.  For this reason, rulemaking might be able to provide a better framework for gainsharing arrangements.

Moreover, the enthusiasm of regulators for quality measurement can be sensed in the reliance on extensive documentation and remarks about reliable quality measures in these gainsharing opinions.  In this respect, gainsharing can be placed in the context of recent discussion and enthusiasm for a “pay for performance” approach to medical care,
 and is perhaps part of a beginning for new kinds of compensation structures designed to improve the quality and efficiency of health care.
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