
SELF-REFERRAL ACT ADVISORY OPINION

RE: Application of Tidewater Kidney Specialists, Inc.
REQUEST
On July 3, 2012, Tidewater Kidney Specialists, Inc. (“TKS”), a Virginia professional corporation, submitted an application for an advisory opinion to the Board of Health Professions (“Board”).  The purpose of the application is to clarify whether its proposed arrangement to establish a separate legal entity named Tidewater Vascular Access Center, LLC (“the VAC”), to operate its vascular access center would implicate the Virginia Practitioner Self-Referral Act (the “Act”).  TKS further requests, if the Act is implicated, whether the proposed arrangement would violate any provision of the Act or if the proposed arrangement meets an applicable exception set forth in the Act.  On July 27, 2012, TKS provided additional information regarding its arrangement with the VAC.
FACTS
TKS is a professional entity organized to provide nephrology and related professional medical services to its patients in the Commonwealth of Virginia.  On or about July 1, 2012, TKS anticipates opening and operating a vascular access center which is part of the TKS corporate entity and which is treated as an operating division of TKS.  TKS is interested in selling the assets of this operating division of TKS and creating the VAC, a separate limited liability company.  After the sale of such assets, the VAC would provide vascular access services to patients in the Commonwealth of Virginia. The owners of TKS would be identical to the owners of the VAC.  After the sale, although the VAC would be a separate legal entity, it would still be located in the same building in which the current vascular access center operates and be directly across the hall from the TKS office location on Kempsville Road in Norfolk, Virginia.

Under the proposed arrangement, the VAC, as an independent entity, would hire its own vascular access physicians and other technical and support staff to provide vascular access services in the VAC office location. TKS physicians would refer patients to the VAC to receive vascular access services. The vascular access services performed at the VAC are essential for the delivery of the renal dialysis services provided and supervised on an ongoing basis by the TKS physicians at various renal dialysis centers. TKS physicians would regularly provide their professional medical services to patients within the VAC office location and would be in daily contact with the interventional radiologists and other vascular access physicians to participate in and contribute to the ongoing care provided to the TKS patients referred to the VAC. Additionally, the VAC’s contracted interventional radiologists and other vascular access physicians would be in continuous contact and communication with TKS physicians in order to receive patient advice and provide assistance with patient evaluation, and to address all other questions arising from the care of patients referred from TKS to the VAC.

In addition, TKS will lease equipment and space from the VAC in accordance with the applicable Stark Law exception for equipment and space leases.  Specifically, TKS will lease an ultrasound machine and the space needed for the ultrasound machine to perform certain services for its patients within the VAC office suite.  The TKS physicians will be present in the VAC office on a regular basis to utilize the leased equipment to perform PVL studies and ultrasounds on TKS patients.  The lease would provide for a block lease arrangement whereby TKS would be granted exclusive use of the space and ultrasound machine for specific blocks of time.
With regard to the billing arrangement, TKS would bill for all services provided at the VAC under the TKS tax identification number.  Since TKS will bill for the vascular access services, it is representing to the third party payor that it performed the service and is legally responsible for any damages arising out of the services if performed negligently.  In addition, when billing for the service, TKS is also representing that the billing accurately represents the service rendered, and, if incorrect, is legally responsible for the billing error.  Further, even though the VAC would collect rent from TKS in accordance with the terms of the lease for the space and equipment used by TKS physicians to perform diagnostic studies, the billing for these professional services provided at the VAC would be billed by TKS in the same manner as vascular access services.

Finally, it is intended that the VAC would operate on a full-time basis to provide vascular access services to patients in the community.  The VAC’s board of managers would adopt a peer review program, a quality assurance program and a risk management program to consistently assess and evaluate the quality and performance of the vascular access center and its contracted physicians and ancillary staff providing technical and other services to patients of the VAC.
VIRGINIA PRACTITIONER SELF-REFERRAL ACT

Under the Act, a health care practitioner is prohibited from referring a patient for health services to an entity outside his or her office or group practice if he or she or any immediate family member is an investor in such an entity, unless the Board of Health Professions grants an exception or unless certain other conditions are met.  Pursuant to Section 54.1-2411(A) of the Code, if the practitioner “directly provides health services within the entity and will be personally involved with the provision of care to the referred patient,” the prohibition will not apply.  The following definitions, found in Section 54.1-2410 of the Code, are pertinent to this discussion:

“Entity” means any person, partnership, firm, corporation, or other business … that delivers health services.

“Group practice" means two or more health care practitioners who are members of the same legally organized partnership, professional corporation ....
“Investment interest” means the ownership or holding of an equity or debt security, including, but not limited to, shares of stock in a corporation ….
“Investor” means an individual or entity directly or indirectly possessing a legal or beneficial ownership interest, including an investment interest.

“Office practice” means the facility or facilities at which a practitioner, on an ongoing basis, provides or supervises the provision of health services to consumers.
QUESTIONS

1.
Does the proposed arrangement by TKS to establish the VAC, a separate legal entity, to operate its vascular access center and accept referrals from TKS physicians implicate the Virginia Practitioner Self-Referral Act (the “Act”)?

Based on the information provided in the application, by virtue of being shareholders and owners of the VAC, a separate legal entity, TKS physicians will have an investment interest in the VAC.  Therefore, the Act applies to TKS physicians making referrals of their patients to the VAC to receive vascular access services.  As a result, referrals by TKS physicians to the VAC for vascular access services are prohibited unless the VAC is considered part of the physician’s office or group practice.
2.
Since the Act is implicated, does the proposed arrangement meet an applicable exception set forth in the Act?
Since a referral by a TKS physician to the VAC for vascular access services implicates the Act, the Board must determine whether the described arrangement between TKS and the VAC meets either the office or group practice exception as defined by the Act.  Since the proposed arrangement establishes that the VAC will be a separate legal entity, the group practice exception will not apply.

For the VAC vascular access services to be considered part of the office practice of the TKS physicians and meet the office practice exception to the Act, the TKS physicians must, “on an ongoing basis, provide or supervise the provision of” such health services.  The Act does not define the terms “supervise” or “on an ongoing basis.”  Such terms should be given their usual, commonly understood meanings, in accordance with the rules of statutory construction.  To “supervise” means to watch over a particular activity or task being carried out by other people and ensure that it is carried out correctly (Encarta World English Dictionary). “On an ongoing basis” has been defined as “consistent with the concept of services being available on ‘a continuing, day to day basis,’ ‘an exclusive, permanent and full time’ basis or a ‘regular or regularly’ scheduled basis.”  (Advisory Opinion of the Board of Health Professions in the Matter of InVision Healthcare, Inc., quoting Advisory Opinion of the Board of Health Professions in the Matter of Vistar Eye Center, Inc., quoting Tryc v. Michigan Veterans’ Facility, 451 Mich. 129, 545 N.W.2d 642 (1996 Mich.)).
It is represented that the TKS physicians will provide health services to their patients within VAC, as the physicians will be present on a regular basis to utilize the equipment and space leased from VAC.  The physicians will provide PVL studies and ultrasounds at the VAC office location, causing them to have a regularly scheduled time frame in which they would be practicing out of VAC.  Further, it is represented that the TKS physicians would be in communication with the VAC physicians on a regular, ongoing basis.  All TKS physicians would be available to be present at the VAC office on an as-needed basis as treatment issues arise or as otherwise required based on their patients’ needs. It is expected that this would occur on a fairly frequent basis.
Based on this arrangement, it appears that the TKS physicians would be involved, whether practicing or supervising, in their patients’ care at the VAC on an ongoing basis due to the TKS physicians’ continual monitoring of the patients referred to the VAC for vascular access services.  In addition, the TKS physicians would, as stated above, be available to be present at the VAC office to see their patients and communicate with the VAC physicians regarding the care plans for the vascular access patients.  Finally, as mentioned, the TKS physicians would also be present in the leased VAC office space on a regular basis to provide and interpret the PVL studies and ultrasounds of their patients.
Although neither the Act nor prior advisory opinions of the Board specifically requires that the physicians be physically present in order to provide supervision of health services on an ongoing basis to meet the “office practice” exception, the frequent basis on which the TKS physicians will be present at the VAC may be considered to establish supervision on an ongoing basis.  The representations of TKS imply that the TKS physicians will be significantly involved in the care of the patients they are referring to VAC, thus representing that they will be supervising the care administered in VAC. 
The billing relationship between TKS and the VAC also provides another way to examine the supervision of care.  Since the TKS physicians would bill for all services provided at the VAC, the TKS physicians are representing to the third party payor that it performed the service and is legally responsible for any damages arising out of the services if performed negligently.  Additionally, although the VAC would collect rent from TKS for the space and equipment leased to perform diagnostic studies, TKS would bill for these professional services provided at the VAC in the same manner as vascular access services.  While not a determining factor on its own, in addition to the actual presence and practice of the TKS physicians in the VAC office, the billing relationship contributes to this opinion’s conclusion. 
Since the TKS physicians would be in regular communication with the VAC physicians regarding their referred patients, and would be in the VAC office space regularly providing PVL studies and ultrasounds, the facts establish that the office practice exception will be satisfied.  Accordingly, as long as TKS physicians’ practice is consistent with the representations in the application, the arrangement may be considered to meet the definition of “supervise on an ongoing basis,” and therefore, this proposed level of supervision and practice would meet the requirements of the Act.  This interpretation would be consistent with prior Board opinions.
CONCLUSION

For the reasons set forth above, the Board of Health Professions, pursuant to 18 VAC 75-20-60(E) of the Regulations Governing Practitioner Self-Referral, concludes that:

(1)
Since the TKS physicians will be shareholders and owners of the VAC, a separate legal entity, the TKS physicians will have an investment interest in the VAC.  Therefore, the Act applies to TKS physicians making referrals of their patients to the VAC to receive vascular access services.  As a result, referrals by TKS physicians to the VAC for vascular access services are prohibited unless the VAC is considered part of the physician’s office or group practice; and
(2)
If a TKS physician supervises on an ongoing basis the care provided to his or her patients at the VAC consistent with the representations in the application, and, as represented, would be present in the VAC office space providing health services to other patients, the referral of patients to the VAC for vascular access services will satisfy the “office practice” exception of Section 54.1-2411(A) of the Code.
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