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TITLE 12. HEALTH

STATE BOARD OF HEALTH

Reproposed Regulation

Title of Regulation: 12VAC5-230. State Medical Facilities Plan (amending 12VAC5-230-10, 12VAC5-230-30; adding 12VAC5-230-40 through 12VAC5-230-1000; repealing 12VAC5-230-20).

12VAC5-240. General Acute Care Services (repealing 12VAC5-240-10 through 12VAC5-240-60).

12VAC5-250. Perinatal Services (repealing 12VAC5-250-10 through 12VAC5-250-120).

12VAC5-260. Cardiac Services (repealing 12VAC5-260-10 through 12VAC5-260-130).

12VAC5-270. General Surgical Services (repealing 12VAC5-270-10 through 12VAC5-270-60).

12VAC5-280. Organ Transplantation Services (repealing 12VAC5-280-10 through 12VAC5-280-70).

12VAC5-290. Psychiatric and Substance Abuse Treatment Services (repealing 12VAC5-290-10 through 12VAC5-290-70).

12VAC5-300. Mental Retardation Services (repealing 12VAC5-300-10 through 12VAC5-300-70).

12VAC5-310. Medical Rehabilitation Services (repealing 12VAC5-310-10 through 12VAC5-310-70).

12VAC5-320. Diagnostic Imaging Services (repealing 12VAC5-320-10 through 12VAC5-320-480).

12VAC5-330. Lithotripsy Services (repealing 12VAC5-330-10 through 12VAC5-330-70).

12VAC5-340. Radiation Therapy Services (repealing 12VAC5-340-10 through 12VAC5-340-120).

12VAC5-350. Miscellaneous Capital Expenditures (repealing 12VAC5-350-10 through 12VAC5-350-60).

12VAC5-360. Nursing Home Services (repealing 12VAC5-360-10 through 12VAC5-360-70).
Statutory Authority: §§32.1-12 and 32.1-102.2 of the Code of Virginia.

Public Hearing Information: No public hearings are scheduled. 

Public Comments: Public comments may be submitted until April 4, 2008.

Agency Contact: Carrie Eddy, Senior Policy Analyst, Department of Health, 9960 Mayland Drive, Suite 401, Richmond, VA 23233, telephone (804) 367-2157, FAX (804) 527-4502, or email carrie.eddy@vdh.virginia.gov.

Basis: The State Medical Facilities Plan (SMFP) is promulgated by the Office of Licensure and Certification of the Virginia Department of Health, for the Board of Health, under the authority of §§32.1-102.1 through 32.1-102.3 of the Code of Virginia. Section 32.1-102.1 defines the SMFP as a planning document adopted by the Board of Health; §32.1-102.2 mandates that the board promulgate regulations to implement Virginia’s Medical Care Facilities Certificate of Public Need (COPN) law in which, as set out in §32.1-102.3 of the Code, any decision to issue or approve the issuance of a certificate shall be consistent with the most recent applicable provision of the State Medical Facilities Plan.”  Existence of the SMFP, therefore, is mandated.

Purpose: The Virginia Medical Care Facilities Certificate of Public Need law requires owners or sponsors of medical care facility projects to secure a COPN from the State Health Commissioner prior to initiating such projects.  The SMFP is essential to the implementation of the COPN program as it provides the criteria and standards for the full range of capital expenditure project categories that require review, including general acute care services, perinatal services, diagnostic imaging services, cardiac services, general surgical services, organ transplantation services, medical rehabilitation services, psychiatric/substance abuse services, mental retardation services, lithotripsy services, miscellaneous capital expenditures and nursing facility services. The SMFP provides applicants and reviewing agencies with a framework for examining the need for these projects.

Substance: This stage is a reproposal of a proposed regulation (published in 21:2 VA.R. 94-118 October 4, 2004) for public comment, developed after considerable public comment and lengthy stakeholder discussions.

Because of stakeholder interest in this project and the comprehensive revision as a result of that interest, it was determined that an additional review of the proposed document was appropriate to assure consensus prior to proceeding with the final promulgation stage. Except for changes required by legislative mandate, the State Medical Facilities Plan (SMFP) has not been reviewed and updated since it was first promulgated in 1993. The SMFP is one of 20 criteria used to determine public need in 11 categories of medical care facilities subject to the Certificate of Public Need (COPN) law. The goal of the revision project is to update the criteria and standards to reflect current national and health care industry standards, remove archaic language and ambiguities, and consolidate all portions of the SMFP into one comprehensive document. Because of the consolidation of the current 14 separate regulations into one comprehensive document, 12VAC5-240 through 12VAC5-360 are being repealed as 12VAC5-230 is amended and promulgated.

The substantive changes are technical in nature, providing clarity, continuity and better direction than the proposed draft. For example, a number of sections have been created from existing text or added to each part to facilitate identification of specific topics to ease the use of the SMFP as a planning document.  As a result, sections beginning with Part II have been renumbered. Changes include:

Part I. Definitions and General Information.

Definitions added, deleted, and amended. "Preface" section repealed. Sections on guiding principles, application filing, project costs, and competing applications technically amended to provide better direction and clarify intent. "Emerging technologies" section reallocated to "prorating of mobile service." "Compliance with terms of condition" section deleted. 

Part II. Diagnostic Imaging.

Article 1. Computed Tomography: "Need for new services" section amended, e.g. increasing volume standard to 10,000 procedures, and standards rearranged; technical amendments to "expansion of services" and "staffing" sections; section on mobile CT services added; "space" section deleted.

Article 2. Magnetic Resonance Imaging: "Need for new services," "expansion," and staffing sections technically amended; section on mobile MRI services added; "space" section deleted.

Article 4. Positron Emission Tomography: "Need for new service" and "expansion of services" sections technically amended for clarity, in addition to increasing the service volume standards; section added to address mobile PET services; "staffing" section amended to reflect current law regarding professional credentials.

Article 5. Noncardiac nuclear Imaging: "Need for new service" section technically amended for clarity; "staffing" section amended to reflect current law regarding professional credentials.

Part III. Radiation Therapy Services.

Article 1. Radiation therapy services: "Need for new services section technically amended for clarity; "staffing" section amended to reflect current law regarding professional credentials; "expansion" section created from existing text; "equipment" section deleted. 

Article 2. Stereotactic radiosurgery: "Need for new services" section amended and standards added to clarify and facilitate service identification; "expansion of services" section added; "staffing" section amended to reflect current law regarding professional credentials

Part IV. Cardiac Services.

Article1. Cardiac catheterization services: "Need for new service" sections technically amended for clarity and to increase the service volume standard; "pediatric catheterization," "expansion of services" and "non-emergent catheterization" sections created from existing text for continuity and clarity; "staffing" section amended to reflect current law regarding professional credentials.

Article 2. Open heart surgery: "Travel time" and "need for new services" sections amended for clarity and to increase the service volume standard; "expansion" and "pediatric open heart" section created from existing text; "staffing" section amended to reflect current law regarding professional credentials.

Part V. General Surgical Services.

Formula for determining need amended to change population data source; "staffing" section added for consistency.

Part VI. Inpatient Bed Requirements.

New formulas to determining need created and added; new population data source referenced; three sections created from existing text for clarity and identification of service category; "expansion," "long-term acute care beds," and "staffing" added for clarity and to facilitate identification of services.

Part VII. Nursing Facilities.

Two sections created from existing text with concurrent deletion to the original section; new population data source referenced; "staffing" section added for document continuity and to reflect current law regarding professional credentials.

Part VIII. Lithotripsy Services.

"Expansion" and "mobile services" sections created from existing text; "need for new services" section technically amended for clarity and consistency.

Part IX. Organ Transplant Services.

"Expansion" section added from existing text; "staffing" section added for consistency within the document; "need for new service" and "volumes" section technically amended for clarity.

Part X. Miscellaneous Capital Expenditures.

Technical amendments made.

Part XI. Medical Rehabilitation.

"Expansion" section created from existing text; formula for determining need amended to change population data source amended in "need for new service" section.

Part XII. Mental Health Services.

Article 1. Acute psychiatric and acute substance abuse disorder treatment services. "Intermediate care substance abuse disorder treatment" standards deleted (F thru J); technical amendments made for clarity and consistency.

Article 2. Mental retardation. Technical amendments made for clarity and consistency.

Part XIII. Perinatal Services.

Article 1. Obstetrical services. Technical amendments made; "staffing" section added for consistency.

Article 2. Neonatal special care services. "Need for new service" section added to clarify COPN requirements for providing such service; individual sections created from existing text for each level of special care (i.e., intermediate, specialty and subspecialty); "staffing" section added for consistency.

Issues: Since the SMFP is such an integral part of the COPN process, no discussion of the SMFP can be conducted without mentioning the COPN program. The COPN law states the program objectives: (i) promote comprehensive health planning to meet the needs of the public; (ii) promote the highest quality of care at the lowest price; (iii) avoid unnecessary duplication of medical care facilities; and (iv) provide an orderly procedure for resolving questions concerning the need to construct or modify medical care facilities. In other words, the program seeks to contain health care costs while ensuring financial viability and access to health care for all Virginians at a reasonable cost. The COPN program has long been a controversial feature of government efforts to contain health care costs. However, lacking a consensus on what might work better, Virginia, like 36 other states, has chosen to maintain its COPN program. That decision, however, does not prevent the department from taking steps to address and alleviate, where possible, some of the on-going controversy regarding the COPN program. There are two issues surrounding the COPN program and subsequently the SMFP: (i) the perception that the COPN program ensures quality health care services, and (ii) the perception that the program has become a guarantor of "franchise" providers, i.e., those providers already holding a COPN, making it difficult for new health care providers to enter the health care market in Virginia.

Over time, the COPN program has garnered a reputation as a program that monitors and ensures quality health care services to Virginia’s citizens. In reality, the COPN program addresses but a small portion of the burgeoning health care market and only legislatively mandated licensure programs can actually assure quality health care service delivery. Since the COPN quality misperception stems from some of the criteria in the current SMFP, one of the objectives of the SMFP revision project was to remove criteria that the program does not revisit once the certificate has been granted, such as meeting specific staffing requirements or requiring national accreditation. The COPN law does not provide enforcement of the individual sections of the SMFP. Rather, a COPN can be revoked only when: (i) substantial and continuing progress towards project completion has not been made; (ii) the maximum capital expenditure is exceeded, (iii) the applicant has willfully or recklessly misrepresented intentions or facts to obtain a COPN, or (iv) a continuous care retirement community has failed to establish a nursing facility as required by law. However, it is unlikely that VDH would seek revocation of a COPN pursuant to "willful or reckless misrepresented intentions" because a provider fails to obtain national accreditation.  The COPN law does not permit inspection after issuing the COPN, which is the only method by which such ‘quality’ failures can be identified. The SMFP impacts quality only through the service volume and utilization standards established within each of the services specific sections. It is well known in the health care industry that the volume of service provision results in better outcomes and survival rates for patients and service recipients. Therefore, as part of the revision project, the service volume and utilization standards were carefully reviewed and adjusted to meet nationally accepted practices.

Those same ‘quality of care’ standards in the current SMFP act as a deterrent or barrier for new providers applying for a COPN as they would have no quality service history. Therefore, it can be posited that the current "quality of care standards" contribute to the perception of the COPN program as a "franchise guarantor" as only those current COPN holders can meet the quality standards. This has the effect of limiting the field of health care services to Virginia’s citizens, while denying access to legitimate health care providers. As has been stated, one of the goals of the revision project has been to assure equal access to all applicants for COPN.

The department believes the revised SMFP assists in correcting the perception that COPN restricts such fair market competition. By eliminating criteria that can only be measured after a COPN has been granted, such as the national accreditation standards, and adjusting quality to focus on measurable standards, such as volume and utilization criteria, the process is now open to a broader range of applicants, which will provide greater choices for Virginia’s citizens. Since all service volume and utilization criteria were carefully reviewed, with appropriate adjustments made, and criteria that were outdated or not applicable to the application review process were deleted, VDH believes many of the difficulties to obtaining a COPN have been removed.

A third objective of the effort to revise the SMFP was to ensure the resultant document is clearly written and understandable. Much work was necessary to bring the SMFP up to currently accepted standards and practice. The approach used was to strive for simplicity, and avoid being burdensome, while meeting the requirements of the law. The department was careful to replace archaic language, which was ambiguous and subject to interpretation, with common vernacular to ensure the document’s readability.

After the public comment period and because of continuing concerns expressed by stakeholders to the Board of Health at its October 2005 meeting, the board directed department staff to reconvene the advisory committee with the intent of discussing responses to the public comments received. That process was accomplished over the course of eight months and 10 meetings. Using a series of matrices of the public comments received, stakeholders had an opportunity to fully express their concerns and suggest improvements. Consensus was achieved on the majority of concerns; "no consensus" meant there was no consensus from the stakeholder community. The completed matrices are available on the web at www.townhall.virginia.gov.

As a result of the overall project objectives and the reconvened advisory committee meetings, the department considers the proposed SMFP to fulfill its commitment to develop a document that addresses the myriad concerns expressed during development of the final document while being user-friendlier and providing more opportunity for new health facility and service providers to obtain a COPN. Therefore, the proposed SMFP is advantageous for Virginia’s citizens as well as the health care industry as it has the potential for allowing more competition.

Small businesses or organizations contracting with COPN applicants for development services would be affected by the revised document. This would include consultants and lawyers hired to help guide applicants through the COPN process.

Department of Planning and Budget's Economic Impact Analysis:
Summary of the Proposed Amendments to Regulation. The proposed changes will make many of the measurable criteria used in assessing the public need for the proposed projects less stringent while making a few criteria more stringent. The proposed changes will also significantly edit and reorganize the State Medical Facilities Plan regulations to improve clarity.

Result of Analysis. The benefits likely exceed the costs for most of the proposed changes. Less stringent volume standards for Computed Tomography, Magnetic Resonance Imaging, and organ transplant services would likely yield the same benefits at lower cost.

Estimated Economic Impact. The proposed regulations contain rules for the State Medical Facilities Plan (SMFP) component of the Certificate of Public Need (COPN) program. Under the COPN program, a certificate is required before expanding certain medical services, or creating a new facility. SMFP is one of the 20 criteria used in evaluating a COPN application, but it has a significant impact on approval/denial decisions. SMFP establishes facility need projection methodologies and project review standards. The medical services subject to SMFP include general acute care services, perinatal services, diagnostic imaging services, cardiac services, general surgical services, organ transplantation services, medical rehabilitation services, lithotripsy services, miscellaneous capital expenditures, and nursing facility services.

Numerous proposed changes will significantly reorganize the regulations by eliminating redundant sections, by combining duplicative sections, by deleting philosophical and irrelevant statements, by removing obsolete or non-related definitions, by adding new sections, and by adding new definitions.  These changes are primarily editorial and are not expected to create any significant economic effects, but are expected to improve the clarity of the regulations.  Improved clarity would probably streamline the application process, reduce potential confusions, and produce some economic benefits in terms of administrative cost savings, avoided delays, or communication costs.

A significant proposed change is the proposal to allow providers to apply for additional services based on institutional need. This proposed change will make it possible for providers to get approval for services when data determine there is no need for more services within a planning district or region. This, change is expected to make the current regulations less stringent.

Moreover, another significant proposed change will increase the maximum facility size for mental retardation services from four beds to twelve beds that must obtain a certificate of need making the SMFP less stringent.

The proposed changes also include a methodology for establishing measurable criteria in determining the need for mobile services. Currently, the need for mobile services is determined based on the guiding principles of the regulations. VDH indicated that the proposed methodology is consistent with the practice followed currently. Thus, while the proposed methodology for establishing mobile service measurable criteria is likely to improve the clarity of the regulations, no significant economic effect is expected.

Another change will incorporate a statutory change that increases the limit of capital expenditures projects requiring approval from $5 million to $15 million making the regulations less stringent.

More importantly, the proposed changes will revise a significant number of measurable criteria and travel times established in the regulations.  These criteria and travel times are used to evaluate the need for a proposed facility, equipment, or project and play a crucial role in approval/denial decisions. With the exception of volume standards for Computed Tomography, Magnetic Resonance Imaging, and organ transplant services, all of the proposed changes to measurable criteria appear to be less stringent. A table is provided to compare the proposed volume and travel time changes to current standards.

Summary Table for Proposed Volume and Travel Time Changes:
	 

Service
	Is the proposed standard more or less stringent than the current standard?

	
	Volumes
	Travel Times

	Computed Tomography (CT)
	More Stringent
	Less Stringent

	Magnetic Resonance Imaging (MRI)
	More Stringent
	Less Stringent

	Positron Emission Tomography (PET)
	Less Stringent
	Less Stringent

	Noncardiac Nuclear Imaging (Formerly SPECT)
	Less Stringent
	Less Stringent

	Radiation Therapy
	Less Stringent
	Less Stringent

	Stereotactic Radiosurgery (SR)
	Neutral
	Less Stringent

	SR – Gamma Knife
	Less Stringent
	Less Stringent

	Cardiac Services -Catheterization
	Neutral
	Less Stringent

	Cardiac Services -Open Heart Surgery
	Neutral
	Less Stringent

	General Surgical 
	No Change
	Less Stringent

	Inpatient Beds
	Less Stringent
	Less Stringent

	Nursing Facilities
	Less Stringent
	Less Stringent

	Lithotripsy Services
	Less Stringent
	Less Stringent

	Organ Transplant
	More Stringent
	Neutral

	Medical Rehab
	No Change
	Less Stringent

	MH: Acute Psychiatric/substance Abuse
	Less Stringent
	No Change

	Obstetrics
	Less Stringent
	Less Stringent

	Perinatal Services
	No Change
	Less Stringent


Less stringent quantitative criteria are expected to cause a small number of applicants to come forward who would not have under somewhat stricter SMFP criteria. We may see a small increase in applications in service areas where the proposed standards are less restrictive. However, a reliable estimate for the potential increase in applications is not available, as this would require extensive resources to develop.

Since the number of approvable projects in certain service areas is likely to increase, this could be seen as less restrictive entry requirements into regulated service areas.  To the extent the proposed changes makes the issuance of a COPN less stringent, the economic effects would be akin to those of COPN discussed below. Based on the available empirical literature, we should expect no significant changes in healthcare costs and charity care.  We could also see some negative or positive effects on quality and access varying from one service type to another.  However, as restrictions on competition are reduced, we would expect a reduction in the welfare transferred from consumers to producers and a reduction in the economic inefficiencies embedded in the COPN program.

In short, we believe that when all proposed volume and travel time changes taken into account, the resulting SMFP regulation will be somewhat less stringent than the current regulations on net increasing the likelihood of obtaining a favorable COPN decision. Higher likelihood of obtaining a favorable COPN decision has significant economic benefits. These potential benefits are discussed below.

History of the COPN program:

A brief history of the Virginia’s COPN program is provided in a 1997 report of the Virginia Joint Commission on Health Care. According to this report, the Virginia COPN program was established in 1973 primarily as a response to 1972 amendments to the federal Social Security Act, which allowed the federal government to deny reimbursement under Medicare, Medicaid, and Child Health Programs for capital projects that are found to be inconsistent with the plans of designated state planning agencies.  In 1974, the National Health Planning and Resources Development Act (NHPRDA) mandated all states to develop a COPN program by 1980. Later, in 1988, the role of federal government was eliminated with the expiration of NHPRDA.  However, 36 states, including Virginia, still maintain their COPN programs.1
The Virginia COPN program is administered by the Department of Health in cooperation with five regional planning agencies (Health System Agencies). Projects are first evaluated at the regional level and then considered at the state level. The Commissioner of Health is in charge of making the final decisions.  Adverse decisions could be appealed through the court system. The decisions of the commissioner must be consistent with the SMFP or the commissioner must find the SMFP outdated. Based on the amendments to the COPN law in 1998, the commissioner may condition approvals on the provision of free or reduced rate care to indigents, the acceptance of patients with special needs, or the facilitation of primary care for underserved areas.

In 2000, the General Assembly, through Senate Bill 337, required the Joint Commission on Health Care to develop a plan to eliminate the COPN program by July 2004. The deregulation plan was a "fragile" consensus among the stakeholders and contained several provisions for the support it needed. This fragile consensus was contingent upon provisions requiring the Commonwealth to provide $135 million funding from the general fund for (i) indigent care at academic health centers, (ii) increased Medicaid access to the adult parents, the aged, and the disabled, (iii) undergraduate medical education, (iv) increased Medicaid reimbursement to hospitals, (v) increased reimbursement to physicians, and (vi) increased state matching dollars for indigent health care trust fund. Probably because of significant fiscal implications, the deregulation plan has not been approved and implemented by the General Assembly.

Economics of the COPN program:

Issues surrounding the COPN program can be grouped under medical care costs, quality, access, and charity care.  Economic analysis of Virginia’s COPN on each one of these variables requires extensive resources which are beyond the scope of this analysis. Even if significant resources are devoted for this purpose, we suspect that such an analysis would be unable to produce conclusive evidence on every facet of the COPN program and be of little practical importance due to data limitations.  Instead, we rely on the economic theory and readily available empirical evidence to assess likely costs and benefits of the COPN program in Virginia.2
Costs. The initial driving force for the COPN programs, in addition to the 1974 federal mandate, appears to be the concern that excess capacity and capital investment contributed to publicly funded medical care costs, as early 1970s health care payments were based on cost-based reimbursement methodologies. Under cost-based reimbursement methodologies, providers were being reimbursed for their capital costs and had incentives to build excess capacity.

Since the inception of COPN programs, many changes occurred in health care financing and delivery rendering most of the fiscal benefits expected from COPN obsolete in today’s market place. A significant change is the shift from cost-based reimbursement methodologies toward service-based payment methodologies.  Many private health care insurance companies as well as large public programs such as Medicare and Medicaid adopted service based payments methods such as inpatient prospective payment system, diagnostic related groups, resource utilization groups, outpatient prospective system, ambulatory payment classification system, and managed care capitation rates over the last two decades.  The trend toward service-based payments reduced provider incentives to build excess capacity or take on unneeded capital investment projects, as they cannot directly recover the cost of their investments. Thus, this concern does not seem to have validity in today’s health care market as it did 30 years ago.

Additionally, proponents argue that COPN programs lead to fewer, larger firms to provide services, which in turn reduces cost of care.  So, in the absence of COPN programs, we could see an increase in health care costs.  This argument suggests that large health care firms produce services at lower average costs due to increased plant size, which is a well-known possibility in economics, termed as "economies of scale." While economies of scale may well exist in production of some health care services over certain plant sizes, generalizing this possibility for all services covered under the COPN programs and for any quantity of production is bound to be wrong.

Even for those services where there are economies of scale, forcefully leading fewer firms to produce more output through the COPN program has certain social costs.  These social costs should be weighed against the benefits expected from lower average production costs.  These social costs stem from restricting entry into an otherwise competitive market.  Under the COPN umbrella, incumbents are protected against competition from new entrants. Firms with significant market power are well known to charge prices that maximize their revenues rather than those reflect their average costs.  And, prices charged definitely exceed the average cost of production if the firm is to make above normal profit, which is the case in a non-competitive market. 

In addition, the revenue-maximizing output level is known to be lower and the revenue-maximizing price is known to be higher than what it would be if entry were not restricted.  In other words, if entry is limited through COPN, providers are likely to offer less and charge more.  This profit maximizing behavior in the absence of competition takes welfare away from consumers and channels it to the providers and creates significant efficiency losses, known as "deadweight losses," 3 for the whole economy.  A recent study by the Federal Trade Commission and the Department of Justice in 2004 goes on to state that these two agencies "…believe that CON programs can pose serious competitive concerns that generally outweigh CON programs’ purported benefits. Where CON programs are intended to control health care costs, there is considerable evidence that they can actually drive up prices by fostering anticompetitive barriers to entry." 

In short, the claim that leading fewer firms to produce more reduces cost of health care is not well founded because (i) lower average production costs does not necessarily mean the prices providers charge will be lower, (ii) quite the contrary, firms shielded from competition charge higher prices and produce less than optimal quantities, and (iii) other costs of COPN such as transferring welfare from consumers to providers and deadweight efficiency losses likely exceed any savings expected from COPN.

Another source of social costs that seems to escape the attention of most is the inefficiencies created by ignoring the economies of scope that may exist in health care production. Economies of scope occur when production of one good creates savings for production of another good. In such cases, production costs are lower when the two goods are produced together than produced separately.  Because the COPN review criteria focus on volume and capacity but does not directly take into account the other types of services already provided in conjunction with the service for which approval is sought, it is more than likely that the COPN program forgoes some potential savings that would be realized if entry into the market were not restricted.

Empirical research does not appear to support the claim that COPN reduce health care costs. COPN is not found to be effective in controlling overall per capita health care spending because many factors affecting costs such as labor and physician services are beyond the scope of the COPN programs. Also, COPN is not found to be effective in controlling hospital costs because (i) not all services are regulated under COPN, (ii) COPN is not always effective controlling supply, and (iii) when bed supply was controlled expenditures per bed are found to increase. [Arnold and Mendelson, 1992; Delaware Health Commission, 1996; Conover and Sloan, 1998; Custer, 1997; Lanning et al., 1991; Mendelson and Arnold, 1993; Salkever, 1978].

Quality. Proponents argue that COPN programs improve quality of care because (i) COPN causes high utilization of medical equipment or services leading to better outcomes, (ii) it helps filter good providers by screening quality records and by judging their ability to meet conditions associated with quality care, (iii) it helps stabilize health care market by filtering out financially unsound or professionally unprepared providers, and (iv) it restrains growth of for-profit providers that may offer lower quality care.

It is probable that COPN could improve quality of care through these channels with the exception of (iv). However, it is a wasteful way trying to improve quality of care through the COPN program. It is important to note that the primary reason behind the COPN program is not that it would improve quality but rather that it would contain costs in a cost-based payment environment and that it was mandated by federal legislation. Thus, improved quality should be evaluated as a secondary unintended benefit associated with COPN programs. If the object of a regulation were to improve quality of care, it would have never been done the way COPN does it. In this sense, COPN is not a necessary program to assure quality of care. Other approaches directly targeting quality of care as the primary goal would probably be economically more efficient. There are already some quality safeguards in place. For example, dissemination of health care information to consumers mitigates potential quality of care risks through the market mechanism. Also, there are various government programs to monitor quality of care in the absence of the COPN program. These include facility licensure programs and Medicare and Medicaid certification programs.  Perhaps, tailoring these existing mechanisms to bolster quality would be much more cost effective in protecting public health and safety rather than relying on very questionable COPN spillover quality improvements.

Furthermore, COPN could have adverse effects on quality by slowing the diffusion of technology, by protecting low-quality providers, and by preventing innovative providers entering the market. For instance, one can easily argue that if the equipment is outdated or the staff is incompetent, a COPN program may be forcing more consumers to take risks they would not be otherwise willing to take. Thus, limitations COPN places on consumer choice may not be in the best interest of the public.

Empirical findings on the quality aspect of COPN appear to be mixed. Evidence is inconclusive regarding the ability of COPN in improving quality by forcing high utilization of equipment or services even though high utilization is found to improve outcomes.  There is some evidence that COPN protects quality in the home health sector by filtering out unprepared or unqualified providers. COPN’s effect on keeping out for-profit providers and resulting effects on quality are mixed. Finally, findings indicate that COPN does not provide an ongoing mechanism for monitoring quality. [Arnold and Mendelson, 1992; Brown et al., 1992; Collins and Keane, 1997; Conover and Sloan, 1998; Deemez et al., 1992; Delaware Health Care Commission, 1996; Federal Trade Commission, 1986; Griffiths et al., 1994; Lanning et al., 1991; Lewin/ICF and Alpha Center, 1991; Luft and Garnick, 1990; National Home Care Association Newsletter, 1998; Irvin, 1998; Burling, 1998; U.S. General Accounting Office, 1998].

Access. Proponents of the COPN program argue that the program improves access to health care (i) by limiting entry of new providers who may undermine the ability of incumbents to provide unprofitable services, (ii) by restricting expansion of facilities in overbuilt areas leading providers to expand services in underserved areas, and (iii) by requiring providers to serve all patients needing care in a particular geographic area. Again, it is generally unlikely that the COPN program could be effectively used to improve access to care. COPN is simply a wasteful way of trying to improve access. Based on economic theory, it can be reliably inferred that economic costs associated with trying to improve access through the COPN would far outweigh any ancillary access benefits.

Preventing entry of new competitors so that incumbents could continue to provide unprofitable services such as trauma or burn units, amounts to financing of such unprofitable operations through above normal profits the incumbents are allowed to make under the COPN umbrella. While many examples could be offered, teaching hospitals’ status in Virginia is a particularly interesting case given their ability to shift costs. Teaching hospitals are able to collect revenues from high technology services under the COPN umbrella to make up their losses from providing uncompensated indigent care. If ownership were not restricted, new entrants would offer these lucrative revenue-generating services, thereby acerbating teaching hospitals’ losses.  Thus, the COPN program shields teaching hospitals from competition and allows them to finance the cost centers by the revenue centers.

In this particular case, while proponents may argue COPN improves access to indigent, this mechanism distorts the prices of high technology revenue generating services upward, causes under consumption of these services by paying consumers, and results in inefficient allocation of resources. Economic theory predicts that such social costs would far outweigh the social benefits that can be expected from improved access. Furthermore, the economic theory suggests that in such cases it is best to address the market failure (i.e. provision of unprofitable services in this example) through direct payments and allow the remaining market forces to operate with no intervention.

In general, similar conclusions apply to other cases where COPN is used as a non-market tool to enhance access to care.

The empirical evidence on the access aspect of COPN appears to be limited and conflicting.  In some cases, COPN is found to protect inner city facilities and enhance access while in some other cases COPN may have restricted needed services as the opponents argue would happen. Also, access effects seem to vary from state to state and from service to service.  Finally, there appears to be lack of empirical evidence to understand the rural access effects of COPN.  [Arnold and Mendelson, 1992; Brown et al, 1992; Delaware Health Care Commission, 1996; Hackey, 1993; Kiel, 1993; Lewin/ICF and Alpha Center, 1991; McGinley, 1995; Mendelson and Arnold, 1993; Rettig, 1992; Sloan, 1988; Weaver, 1995].

Charity Care. Proponents argue that COPN enhances provision of charity care (i) by explicitly requiring a certain level of charity care as a condition of approval, (ii) indirectly by improving the profit margins of existing providers, (iii) by preventing new entrants who would "cherry pick" lucrative services, and (iv) by favoring not-for-profit providers who would provide more charity care.

In Virginia, the COPN program is used as a tool to provide incentives to providers to offer services to indigent patients at reduced rates through the conditioning process adopted in 1988.  In fact, there are claims made by some researchers that the implicit purpose of the COPN program is to issue licenses and restrict competition to create an incentive to provide care to the indigent rather than to prevent duplication of services and investment in costly excess capacity.

This conditioning process was created as a response to findings that the burden of uncompensated care is shared unevenly among the hospitals and there was no mechanism to correct this inequality. The 1988 General Assembly introduced the conditioning process into the COPN program and at the same time created the Indigent Health Care Trust fund to more evenly distribute the uncompensated care burden. With the conditioning mechanism, the state would be able to ensure provision of services to the indigent and uninsured who may have otherwise experienced difficulties with access to care if the intent of a provider were to prioritize paying patients.

The conditioning of certificates can be characterized as a mechanism that allows entry into an otherwise restricted market in exchange for providing uncompensated care. In economic terms, certificate holders are allowed to make above normal profits in the health care market and then required to use some of these proceeds to finance health care for the indigent and the uninsured. Even though it may be difficult to find out whether these above normal profits are commensurate with the cost of uncompensated care provided, economic theory unambiguously predicts that such mechanism would be less efficient compared to financing of uncompensated care through direct payments. In other words, the society as a whole would be better off (particularly given the transfer of welfare from consumers to providers and the deadweight efficiency losses as discussed earlier) if the conditioning mechanism is abandoned and uncompensated providers are paid directly.

Empirical evidence indicates that COPN programs initially screen for the likelihood of a facility providing charity care, but do not monitor ongoing compliance.  There is some evidence showing that some states are more likely to approve providers offering more charity care. While COPN’s effect on favoring not-for-profit providers is conflicting, evidence suggests that for-profits tend to provide less charity care, and public and teaching hospitals provide the most charity care.  Some evidence shows that COPN improves operating margins of existing providers, which may lead to increased charity care.  [Campbell and Ahern, 1993; Campbell and Fournier, 1993; Conover and Sloan, 1998; Hackey, 1993; Lanning et al., 1991; Lewin/ICF and Alpha Center, 1991; Mendelson and Arnold, 1993; Pennsylvania Legislative Budget and Finance Committee, 1996].

Summary. COPN programs emerged during 1970s as a response to a federal mandate introduced by the National Health Planning and Resources Development Act (NHPRDA) and to health care cost containment concerns associated with cost-based reimbursement methodologies.  In today’s environment, none of these original reasons seem to have validity as they did three decades ago.  In 1988, when NHPRDA expired, COPN programs were no longer federally mandated. Also, the trend toward service-based payment methodologies coupled with expansion of managed care significantly mitigated the original cost containment concerns that existed when cost-based payment methodologies were being used. Finally, most empirical research has failed to find support for the claim that COPN programs reduce health care costs.

While these developments were taking place, several ancillary benefits seem to have emerged as primary justifications for the continued existence of these regulatory programs.  This view severely suffers from several shortcomings.  First, theoretically it is just as easy to conjecture that COPN programs could reduce quality, access, and charity care.  In fact, empirical evidence on these matters is mixed showing both negative and positive effects.  Second, economic theory unambiguously predicts that the use of COPN as an indirect mechanism to improve quality, access, and charity care is inferior to the use of direct mechanisms addressing the same issues. Finally, while COPN may produce some ancillary benefits, it channels significant welfare from consumers to providers, and creates economic inefficiencies known as deadweight losses. Thus, maintaining the COPN program for highly speculative and unreasonable ancillary benefits that may or may not occur is a waste of society’s resources.

The balance of economic theory and empirical findings suggest that the repeal of the COPN program and simultaneous adoption of other regulatory programs directly addressing quality, access, and charity care issues would produce net economic benefits for the Commonwealth.  The Federal Trade Commission and the Department of Justice further support this conclusion by urging "states with CON programs to reconsider whether they are best serving their citizen’s health care needs by allowing these programs to continue." [Federal Trade Commission and the Department of Justice, 2004].

Businesses and Entities Affected. The proposed regulations apply to nursing facilities, hospitals, and other medical facility providers. Current inventory of regulated facilities/beds/equipment include 51 outpatient surgical hospitals, 273 nursing homes, 68 freestanding diagnostic imaging facilities, 88general hospitals, 8 rehabilitation hospitals, 22 freestanding radiation therapy facilities, 5 long-term acute care hospitals, 28 ICF/MR facilities (only 4 larger than 12 beds), 1 freestanding cardiac catherization center, 5 psychiatric hospitals, 1 freestanding substance abuse treatment facility, 31,415 nursing home beds, 17,606 acute care beds, 1,730 psychiatric beds, 585 ICF/MR beds, 876 operating rooms, 104 cardiac catherization labs, 345 computed tomography scanners, 138 magnetic resonance imaging scanners, 27 positron emission tomography scanners, 79 radiation therapy equipment, 49 lithotripsy equipment, 20 open-heart surgery programs, and 5 organ transplant programs. Approximately, 100 applications for regulated services are reviewed each year.  Additionally, these regulations affect five Health System Agencies as well as indigent and non-indigent patients receiving services from regulated providers. Approximately, 100 applications for regulated services are reviewed annually.  Additionally, these regulations affect five Health System Agencies as well as indigent and non-indigent patients receiving services from regulated providers.

Localities Particularly Affected

The proposed regulations apply throughout the Commonwealth. However, a locality may be particularly affected if it chooses to own or operate a regulated facility, as the facility would be subject to these regulations.

Projected Impact on Employment. The proposed regulations are expected to slightly increase the number of providers seeking approval.  As they start providing services, they would hire new medical and support personnel contributing to the employment in Virginia. Whether these new facilities/services would significantly affect the employment by current providers is not known. 

On the other hand, the proposed volume standards may reduce the number of providers seeking approval for CT, MRI, and organ transplant services and equipment.  As the certificate applications for these services declines, demand for medical and support personnel involved in CT, MRI, and organ transplant services and equipment would be slightly lower than what it would be without the proposed regulations.

Effects on the Use and Value of Private Property. The proposed regulations are not expected to have an effect on the value of physical private property. However, by allowing more providers to operate services already regulated or by allowing providers to offer new services, the proposed regulations are expected to contribute, on average, to value of medical businesses in the Commonwealth.  Whether the increased number of providers in the market would significantly affect the asset value of existing medical businesses is not known.

Also, more stringent requirements to offer new CT, MRI, and organ transplant services or expand existing services may positively affect the asset values of existing certificate owners while negatively affecting the asset values of providers who will no longer be able to obtain a certificate under the revised standards.

Small Businesses: Costs and Other Effects. According to VDH, all of the 28 ICF/MR facilities, one cardiac catherization laboratory, one freestanding substance abuse treatment facility, twenty nursing homes, and five outpatient surgical hospitals could be considered as small businesses. Less stringent SMFP regulations may make it less difficult for small businesses to start offering new medical services or expanding existing services. However, more stringent volume standards for CT, MRI, and organ transplant services may make it more difficult for small businesses to start offering new or expanding existing CT, MRI, and organ transplant services.

Small Businesses: Alternative Method that Minimizes Adverse Impact. The alternative method that minimizes the adverse impact would be to remove the proposed more stringent CT, MRI, and organ transplant volume standards from this proposed action.

Real Estate Development Costs. The proposed regulations are not anticipated to have any direct effect on real estate development costs.
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Legal Mandate. The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with §2.2-4007.04 of the Administrative Process Act and Executive Order Number 36 (06). Section 2.2-4007.04 requires that such economic impact analyses include, but need not be limited to, the projected number of businesses or other entities to whom the regulation would apply, the identity of any localities and types of businesses or other entities particularly affected, the projected number of persons and employment positions to be affected, the projected costs to affected businesses or entities to implement or comply with the regulation, and the impact on the use and value of private property. Further, if the proposed regulation has adverse effect on small businesses, §2.2-4007.04 requires that such economic impact analyses include (i) an identification and estimate of the number of small businesses subject to the regulation; (ii) the projected reporting, recordkeeping, and other administrative costs required for small businesses to comply with the regulation, including the type of professional skills necessary for preparing required reports and other documents; (iii) a statement of the probable effect of the regulation on affected small businesses; and (iv) a description of any less intrusive or less costly alternative methods of achieving the purpose of the regulation. The analysis presented above represents DPB’s best estimate of these economic impacts.

__________________________

1 Between 1989 and 1992 specialty services, non-hospital facilities, specialized medical equipment, and other capital expenditures were deregulated.
2 Empirical findings are primarily obtained from the State of Washington Joint Legislative Audit and Review Committee, 1999, literature review to minimize research costs.
3 Deadweight losses" occur because a distortion to the market mechanism (such as restricting competition through the COPN program) takes welfare away from suppliers and buyers and no one in the economy receives them.  In other words, it is the net loss in economic welfare that occurs due to distortions in the market.  Thus, everyone could be better off if the distortion is removed.
Agency's Response to the Department of Planning and Budget's Economic Impact Analysis: The Virginia Department of Health does not oppose the economic impact analysis pertaining to the proposed State Medical Facilities Plan developed by the Department of Planning and Budget.

Summary:
The regulation is one of 20 criteria used to determine public need in 11 categories of medical care facilities subject to the certificate of public need law.  The proposed amendments update the criteria and standards to reflect current national and health care industry standards, remove archaic language and ambiguities, and consolidate all portions of the State Medical Facilities Plan into one comprehensive document. Because of the consolidation of the current 14 separate regulations into 12VAC5-230, 12VAC5-240 through 12VAC 5-360 are being repealed.
In an effort to clarify the regulations, the reproposed amendments reorganize the regulations by eliminating redundant sections, combining duplicative sections, deleting irrelevant and obsolete provisions, and adding new provisions. Significant changes (i) allow providers to apply for additional services based on institutional need; (ii) increase the maximum facility size for mental retardation services from four beds to 12 beds that must obtain a certificate of public need; (iii) include a methodology for establishing measurable criteria in determining the need for mobile services; (iv) incorporate a statutory change that increases the limit of capital expenditures projects requiring approval from $5 million to $15 million; and (v) revise measurable criteria and travel times used to evaluate the need for a proposed facility, equipment, or project.
Part I 
Definitions and General Information
12VAC5-230-10. Definitions.

The following words and terms when used in Chapters 230 (12VAC5-230) through 360 (12VAC5-360) this chapter shall have the following meanings unless the context clearly indicates otherwise:

"Acceptability" means to the level of satisfaction expressed by consumers with the availability, accessibility, cost, quality, continuity and degree of courtesy and consideration afforded them by the health care system.
[ "Accessibility" means the ability of a population or segment of the population to obtain ] appropriate, [ available services. ] This ability is determined by economic, temporal, locational, architectural, cultural, psychological, organizational and informational factors which may be barriers or facilitators to obtaining services.
"Acute psychiatric services" means hospital-based inpatient psychiatric services provided in distinct inpatient units in general hospitals or freestanding psychiatric hospitals.
"Acute substance abuse disorder treatment services" means short-term hospital-based inpatient treatment services with access to the resources of (i) a general hospital, (ii) a psychiatric unit in a general hospital, (iii) an acute care addiction treatment unit in a general hospital licensed by the Department of Health, or (iv) a chemical dependency specialty hospital with acute care medical and nursing staff and life support equipment licensed by the Department of Mental Health, Mental Retardation and Substance Abuse Services.
[ "Applicant" means any individual, corporation, partnership, association, trust, or other legal entity, whether governmental or private, submitting an application for a Certificate of Public Need.
"Availability" means the quantity and types of health services that can be produced in a certain area, given the supply of resources to produce those services.
"Bassinet" means an infant care station, including warming stations and isolettes, whether located in a hospital nursery or labor and delivery unit.
"Bed" means that unit, within the complement of a medical are facility, subject to COPN review as required by §32.1-102.1 of the Code of Virginia and designated for use by patients of the facility or service. For the purposes of this chapter, bed includes cribs and bassinets used for pediatric patients outside the nursery or labor and delivery setting. ]

"Cardiac catheterization" means a procedure where a flexible tube is inserted into the patient through an extremity blood vessel and advanced under fluoroscopic guidance into the heart chambers [ to perform (i) a hemodynamic, electrophysiologic or angiographic examination of the left or right heart chamber or the coronary arteries; (ii) aortic root injections to examine the degree of aortic root regurgitation or deformity of the aortic valve; or (iii) angiographic procedures to evaluate the coronary arteries. Therapeutic intervention in a coronary artery may also be performed using cardiac catheterization ]. Cardiac catheterization [ may include therapeutic intervention, but ] does not include a simple right heart catheterization for monitoring purposes as might be performed in an electrophysiology laboratory, pulmonary angiography as an isolated procedure, or cardiac pacing through a right electrode catheter.
[ "Certificate of Public Need" or "COPN" means the orderly administrative process used to make medical care facilities and services needs decisions. 

"Charges" means all expenses incurred by the provider in the production and delivery of health services. ]

"Commissioner" means the State Health Commissioner.
"Competing applications" means applications for the same or similar services and facilities that are proposed for the same planning district [ , or same planning region for projects reviewed on a regional basis, ] and are in the same batch review cycle.
"Computed tomography" or "CT" means a noninvasive diagnostic technology that uses computer analysis of a series of cross-sectional scans made along a single axis of a bodily structure or tissue to construct [ a three-dimensional an ] image of that structure.
[ "Condition" means the agreed upon qualifications placed on a project by the commissioner when granting a Certificate of Public Need. Such conditions shall direct an applicant to provide a level of care to indigents, accept patients requiring specialized needs, or facilitate the development and operation of primary care services in designated medically underserved areas of the applicant’s service area. ]

"Continuing care retirement community" or "CCRC" means a retirement community consistent with the requirements of Chapter 49 (§38.2-4900 et seq.) of Title 38.2 of the Code of Virginia. CCRCs can have nursing home services available on site or at licensed facilities off site.
[ "COPN" means the Medical Care Facilities Certificate of Public Need Program as contained in Article 1.1 (§32.1-102.1 et seq.) of Chapter 4 of Title 32.1 of the Code of Virginia, used to make medical care facilities and services needs decisions. ]

"Continuity of care" means the extent of effective coordination of services provided to individuals and the community over time, within and among health care settings.
"Cost" means all expenses incurred in the production and delivery of health services.
[ "Department" means the Virginia Department of Health.
"DEP" means diagnostic equivalent procedure, a method for weighing the relative value of various cardiac catheterization procedures as follows: a diagnostic procedure equals 1 DEP, a therapeutic procedure equals 2 DEPs, a same session procedure (diagnostic and therapeutic) equals 3 DEPs, and a pediatric procedure equals 2 DEPs.
"Direction" means guidance, supervision or management of a function or activity.
"General inpatient hospital beds" means beds located in the following units or categories: 
1. Medical/surgical units available for the care and treatment of adults not requiring specialized services; and
2. Pediatric units that are maintained and operated as a distinct unit for use by patients younger than 21. Newborn cribs and bassinets are excluded from this definition. ]

"Health planning region" means a contiguous geographic area of the Commonwealth as designated by the [ department Board of Health ] with a population base of at least 500,000 persons, characterized by the availability of multiple levels of medical care services, reasonable travel time for tertiary care, and congruence with planning districts.
[ "Health system" means an organization of two or more medical care facilities, including but not limited to hospitals, that are under common ownership or control and are located within the same planning district, or planning region for projects reviewed on a regional basis. ] 

"Hospital" means a medical care facility licensed as [ a general, community, or special hospital licensed an inpatient hospital or outpatient surgical center ] by the Department of Health or [ as ] a psychiatric hospital [ licensed ] by the Department of Mental Health, Mental Retardation, and Substance Abuse Services.
[ "Hospital-based" means a service operating physically within, connected to a hospital, or on the hospital campus, and legally associated with a hospital.
"ICF/MR" means an intermediate care facility for the mentally retarded. ]

"Indigent [ or uninsured ]" means [ persons eligible to receive reduced rate or uncompensated care at or below Income Level E as defined in 12VAC5-200-10 of the Virginia Administrative Code any person whose gross family income is equal to or less than 200% of the federal Nonfarm Poverty Level or income levels A through E of 12VAC5-200-10 and who is uninsured. ]

"Inpatient [ beds ]" means [ accommodations in a medical care facility with ] continuous support services, such as food, laundry, housekeeping, and staff to provide health or health-related services to patients who generally remain in [ the a medical care ] facility [ in excess of ] 24 hours [ or longer ]. [ Such accommodations are known by various nomenclatures including but not limited to: nursing facility, intensive care, minimal or self care, isolation, hospice, observation beds equipped and staffed for overnight use, obstetric, medical/surgical, psychiatric, substance abuse disorder, medical rehabilitation, and pediatric. Bassinets and incubators and beds in labor and birthing rooms, emergency rooms, preparation or anesthesia induction rooms, diagnostic or treatment procedure rooms, or on-call staff rooms are excluded from this definition. ] 

"Intensive care beds" [ or "ICU" ] means [ acute care inpatient ] beds located in the following units or categories:
1. General intensive care units are those units where patients are concentrated by reason of serious illness or injury regardless of diagnosis. Special lifesaving techniques and equipment are immediately available and patients are under continuous observation by nursing staff;
2. Cardiac care units [ , also known as Coronary Care Units or CCUs, ] are units staffed and equipped solely for the intensive care of cardiac patients; and
3. Specialized intensive care units are any units with specialized staff and equipment for the purpose of providing care to seriously ill or injured patients [ for based on age ] selected categories of diagnoses, including units established for burn care, trauma care, neurological care, pediatric care, and cardiac surgery recovery [ . This category of beds , but ] does not include [ bassinets in ] neonatal intensive care units.
[ "Intermediate care substance abuse disorder treatment services" means long-term hospital-based inpatient treatment services that provide structured programs of assessment, counseling, vocational rehabilitation, and social rehabilitation. ] 

"Lithotripsy" means a noninvasive therapeutic procedure [ of crushing kidney, to (i) crush ] renal and biliary stones using shock waves [ . Lithotripsy can also be used to fragment matter such as calcifications or bone, i.e., renal lithotripsy or (ii) to treat certain musculoskeletal conditions ] and to relieve the pain associated with tendonitis [ i.e., orthopedic lithotripsy ].
[ "Long-term acute care hospital" or "LTACH" means an inpatient hospital that provides care for patients who require a length of stay greater than 25 days and is, or proposes to be, certified by the Centers for Medicare and Medicaid Services as a long-term care inpatient hospital pursuant to 42 CFR Part 412. For the purpose of granting a COPN, the Board of Health pursuant to §32.1-102.2 A 6 of the Code of Virginia has designated LTACH as a type of extended care facility. An LTACH may be either a free standing facility or located within an existing or host hospital. ]

"Magnetic resonance imaging" or "MRI" means a noninvasive diagnostic technology using a nuclear spectrometer to produce electronic images of specific atoms and molecular structures in solids, especially human cells, tissues and organs.
[ "Medical/surgical" or "med/surge" means those services available for the care and treatment of patients not requiring specialized services. ] 

"Minimum survival rates" means the lowest percentage of those receiving organ transplants who survive at least one year or for such other period of time as specified by the United Network for Organ Sharing.
[ "MRI relevant patients" means the sum of: 0.55 times the number of patients with a principal diagnosis involving neoplasms (ICD-9-CM codes 140-239); 0.70 times the number of patients with a principal diagnosis involving diseases of the central nervous system (ICD-9-CM codes 320-349); 0.40 times the number of patients with a principal diagnosis involving cerebrovascular disease (ICD-9-CM codes 430-438); 0.40 times the number of patients with a principal diagnosis involving chronic renal failure (ICD-9-CM code 585); 0.19 times the number of patients with a principal diagnosis involving dorsopathies (ICD-9-CM codes 720-724); 0.40 times the number of patients with a principal diagnosis involving diseases of the prostate (ICD-9-CM codes 600-602); and 0.40 times the number of patients with a principal diagnosis involving inflammatory disease of the ovary, fallopian tube, pelvic cellular tissue or peritoneum (ICD-9-CM code 614). The applicant shall have discharged all patients in these categories during the most recent 12-month reporting period. ] 

"Neonatal special care" means care for infants in one or more of the [ three higher ] service levels designated in [ 12VAC5-410-440 D 2 12VAC5-410-443 ] of the Rules and Regulations for the Licensure of Hospitals, i.e., [ a hospital elevates its services from general level normal newborn to ] intermediate level newborn services, specialty level newborn services, or subspecialty level newborn services.
[ "Network" means a group of medical care facilities, including hospitals, or health care systems, legally or operationally associated with one or more hospitals in a planning region. ] 

"Nursing facility" means those facilities or components thereof licensed to provide long-term nursing care.
[ "Nursing facility beds" means inpatient beds that are located in distinct units of general hospitals that are licensed as long-term care units by the department. Beds in these long-term units are not included in the calculations of inpatient bed need. ] 

"Obstetrical services" means the distinct organized program, equipment and care related to pregnancy and the delivery of newborns in inpatient facilities.
"Off-site replacement" means the relocation of existing beds or services from an existing medical care facility site to another location within the same planning district.
"Open heart surgery" means [ a set of surgical procedures using a heart-lung bypass machine or pump to perform extracorporeal circulation and oxygenation during surgery. This technique is used when the heart must be slowed down to correct congenital and acquired cardiac and coronary artery disease. a surgical procedure requiring the use or immediate availability of a heart-lung bypass machine or "pump." ] The use of the pump during the procedure distinguishes "open heart" from "closed heart" surgery.
"Operating room" means a room [ , meeting the requirements of 12VAC5-410-820, in a licensed general or outpatient surgical hospital ] used solely or principally for the provision of surgical procedures, [ excluding endoscopic and cystscopic procedures especially those involving the administration of anesthesia, multiple personnel, recovery room access, and a fully controlled environment. This does not include rooms designated as procedure rooms or rooms dedicated exclusively for the performance of cesarean sections. ]

"Operating room use" means the amount of time a patient occupies an operating room [ , plus the estimated or actual and includes ] room preparation and cleanup time.
"Operating room visit" means one session in one operating room in [ a licensed general an inpatient ] hospital or outpatient surgical [ hospital center ], which may involve several procedures. Operating room visit may be used interchangeably with "operation" or "case."
"Outpatient [ surgery ]" means [ services those surgical procedures ] provided to individuals who are not expected to require overnight hospitalization but who require treatment in a medical care facility exceeding the normal capability found in a physician's office. For the purposes of this chapter, outpatient [ services surgery ] refers only to surgical services provided in operating rooms in [ licensed general inpatient ] hospitals or [ licensed ] outpatient surgical [ hospitals centers ], and does not include [ surgical ] services provided in outpatient departments, emergency rooms, or [ treatment procedure ] rooms of hospitals, or physicians' offices.
[ "Pediatric" means patients 18 years of age and younger. Newborns in nurseries are excluded from this definition. ]

"Pediatric cardiac catheterization" means the cardiac catheterization of patients [ less than 21 years of age 18 years of age and younger ].
"Perinatal services" means those resources and capabilities that all hospitals offering general level newborn services as described in [ 12VAC5-410-440 D 2 a (1) 12VAC5-410-443 ] of the Rules and Regulations for the Licensure of Hospitals must provide routinely to newborns.
[ "PET/CT scanner" means a single machine capable of producing a PET image with a concurrently produced CT image overlay to provide anatomic definition to the PET image. For the purpose of grating a COPN, the Board of Health pursuant to §32.1-102.2 A 6 of the Code of Virginia has designated PET/CT as a specialty clinical services. A PET/CT scanner shall be reviewed under the PET criteria as an enhanced PET scanner unless the CT unit will be used independently. In such cases, a PET/CT scanner that will be used to take independent PET and CT images will be reviewed under the applicable PET and CT services criteria. ]

[ "Physician" means a person licensed by the Board of Medicine to practice medicine or osteopathy in Virginia. ]

"Planning district" means a contiguous area within the boundaries established by the Virginia Department of Housing and Community Development or its successor.
"Planning horizon year" means the particular year for which bed [ or service ] needs are projected.
"Population" means the census figures shown in the most current series of projections published by [ the Virginia Employment Commission a demographic entity as determined by the commissioner ].
"Positron emission tomography" or "PET" means a noninvasive diagnostic [ or imaging modality ] using the computer-generated image of local metabolic and physiological functions in tissues produced through the detection of gamma rays emitted when introduced radio-nuclids decay and release positrons. [ A PET system includes two major elements: (i) a cyclotron that produces radio-pharmaceuticals and (ii) a scanner that includes a data acquisition system and a computer A PET device or scanner may include an integrated CT to provide anatomic structure definition. ]

[ "Primary service area" means the geographic territory from which 75% of the patients of an existing medical care facility originate with respect to a particular service being sought in an application.
"Procedure" means a study or treatment or a combination of studies and treatments identified by a distinct ICD9 or CPT code performed in a single session on a single patient. ]

"Quality of care" means to the degree to which services provided are properly matched to the needs of the population, are technically correct, and achieve beneficial impact. Quality of care can include consideration of the appropriateness of physical resources, the process of producing and delivering services, and the outcomes of services on health status, the environment, and/or behavior.
[ "Qualified" means meeting current legal requirements of licensure, registration or certification in Virginia or having appropriate training, including competency testing, and experience commensurate with assigned responsibilities. ]

"Radiation therapy" means [ the treatment of disease with radiation, especially by selective irradiation with x-rays or other ionizing radiation and by ingestion of radioisotopes a clinical specialty, including radioisotope therapy, in which ionizing radiation is used for treatment of cancer or other diseases, often in conjunction with surgery or chemotherapy or both. The predominant form of radiation therapy involves an external source of radiation whose energy is focused on the diseased area. Radioisotope therapy is a process involving the direct application of a radioactive substance to the diseased tissue and usually requires surgical implantation ].
"Relevant reporting period" means the most recent 12-month period, prior to the beginning of the applicable batch review cycle, for which data is available from [ the Virginia Employment Commission, Virginia Health Information, or other source identified by the department VHI or a demographic entity as determined by the commissioner ].
"Rural" means territory, population, and housing units that are classified as "rural" by the Bureau of the Census of the United States Department of Commerce, Economic and Statistics Administration.
[ "State medical facilities plan" or "SMFP" means the planning document adopted by the Board of Health that includes, but is not limited to (i) methodologies for projecting need for medical facility beds and services; (ii) statistical information on the availability of medical facility beds and services; and (iii) procedures, criteria and standards for the review of applications for projects for medical care facilities and services "SMFP" means the state medical facilities plan as contained in Article 1.1 (§32.1-102.1 et seq.) of Chapter 4 of Title 32.1 of the Code of Virginia used to make medical care facilities and services needs decisions ].
"Stereotactic radiosurgery" [ or "SRS" ] means a [ noninvasive one session ] therapeutic procedure for precisely locating [ diseased ] points within the body using [ an external, a ] 3-dimensional [ frame of ] reference. [ A stereotactic instrument is attached to the body and used to localize precisely an area in the body by means of coordinates related to anatomical structures. ] An example of a stereotactic radiosurgery instrument is a Gamma Knife® unit. [ Stereotactic radiotherapy means more than one session is required. One SRS procedure equals three standard radiation therapy procedures. ] 

[ "Study" or "scan" means the gathering of data during a single patient visit from which one or more images may be constructed for the purpose of reaching a definitive clinical diagnosis. ] 

"Substance abuse disorder treatment services" means services provided to individuals for the prevention, diagnosis, treatment, or palliation of chemical dependency, which may include attendant medical and psychiatric complications of chemical dependency. [ Substance abuse disorder treatment services are licensed by the Department of Mental Health, Mental Retardation and Substance Abuse Services.
"Supervision" means to direct and watch over the work and performance of others. ] 

[ "The center" means the Center for Quality Health Care Services and Consumer Protection. ] 

"Use rate" means the rate at which an age cohort or the population uses medical facilities and services. The rates are determined from periodic patient origin surveys conducted for the department by the regional health planning agencies, or other health statistical reports authorized by Chapter 7.2 (§32.1-276.2 et seq.) of Title 32.1 of the Code of Virginia.
[ "VHI" means the health data organization defined in §32.1-276.4 of the Code of Virginia and under contract with the Virginia Department of Health. ]

12VAC5-230-20. Preface. [ Responsibility of the department. (Repealed.) ]

Virginia's Certificate of Public Need law defines the State Medical Facilities Plan as the "planning document adopted by the Board of Health which shall include, but not be limited to, (i) methodologies for projecting need for medical facility beds and services; (ii) statistical information on the availability of medical facility beds and services; and (iii) procedures, criteria and standards for the review of applications for projects for medical care facilities and services." (§32.1-102.1 of the Code of Virginia.)
Section 32.1-102.3 of the Code of Virginia states that, "Any decision to issue or approve the issuance of a certificate (of public need) shall be consistent with the most recent applicable provisions of the State Medical Facilities Plan; provided, however, if the commissioner finds, upon presentation of appropriate evidence, that the provisions of such plan are not relevant to a rural locality's needs, inaccurate, outdated, inadequate or otherwise inapplicable, the commissioner, consistent with such finding, may issue or approve the issuance of a certificate and shall initiate procedures to make appropriate amendments to such plan."
Subsection B of §32.1-102.3 of the Code of Virginia requires the commissioner to consider "the relationship" of a project "to the applicable health plans of the board" in "determining whether a public need for a project has been demonstrated."
This State Medical Facilities Plan is a comprehensive revision of the criteria and standards for COPN reviewable medical care facilities and services contained in the Virginia State Health Plan established from 1982 through 1987, and the Virginia State Medical Facilities Plan, last updated in July, 1988. This Plan supersedes the State Health Plan 1980‑‑1984 and all subsequent amendments thereto save those governing facilities or services not presently addressed in this Plan.
[ A. Sections 32.1-102.1 and 32.1-102.3 of the Code of Virginia requires the Board of Health to adopt a planning document for review of COPN applications and that decisions to issue a COPN shall be consistent with the most recent provisions of the State Medical Facilities Plan.
B. The commissioner is the designated decision maker in the process of determining public need.
C. The center is a unit of the department responsible for administering the COPN program under the direction of the commissioner.
D. The regional health planning agencies assist the department in determining whether a certificate should be granted.
E. The center’s COPN staff is available to answer questions and provide technical assistance throughout the application process.
F. In developing or revising standards for the COPN program, the board adheres to the requirements of the Administrative Process Act and the public participation process. The department, acting for the board, solicits input from applicants, applicant representatives, industry associations, and the general public in the development or revision of these criteria through informal and formal comment periods and may hold public hearings, as appropriate.
G. If, upon presentation of appropriate evidence, the commissioner finds that the provisions of this chapter are not relevant to a rural locality’s needs, or are inaccurate, outdated, inadequate or otherwise inapplicable, he may issue or approve the issuance of a certificate and shall initiate procedures to make appropriate amendments to this chapter. ] 

12VAC5-230-30. Guiding principles in [ certificate of public need the development of project review criteria and standards ].

[ A. ] The following general principles will be used in guiding the implementation of the Virginia Medical Care Facilities Certificate of Public Need (COPN) Program and have served serve as the basis for the development of the review criteria and standards for specific medical care facilities and services contained in this document:

1. The COPN program [ will give preference to requests that encourage medical care facility and service development approaches ] which can document improvement in [ that improve the cost-effectiveness of health care delivery. Providers should strive to develop new facilities and equipment and use already available facilities and equipment to deliver needed services at the same or higher levels of quality and effectiveness, as demonstrated in patient outcomes, at lower costs is based on the understanding that excess capacity and underutilization of medical facilities are detrimental to both cost effectiveness and quality of medical services in Virginia ].

2. The COPN program will seek seeks [ to achieve a balance between ] appropriate [ the levels of availability and access to medical care facilities and services for all ] the citizens of Virginia [ of Virginia's citizens and the need to constrain excess facility and service capacity the geographical dispersion of medical facilities and to promote the availability and accessibility of proven technologies ].

3. The COPN program will seek [ seeks to achieve economies of scale in development and operation ], and optimal quality of care, [ through establishing limits on the development of specialized medical care facilities and services, on a statewide, regional, or planning district basis promotes the development and maintenance of services and access to those services by every person who needs them without respect to their ability to pay ] .

4. The COPN program will give preference to [ seeks to promote the development and maintenance of needed services which are accessible to every person who can benefit from the services regardless of their ability to pay encourages the conversion of facilities to new and efficient uses and the reallocation of resources to meet evolving community needs ].

5. The COPN program will promote the elimination of excess facility and service capacity. The COPN program will promote the [ promotes the elimination and conversion of excess facility and service capacity to meet identified needs discourages the proliferation of services that would undermine the ability of essential community providers to maintain their financial viability ]. The COPN program will not facilitate the survival of medical care facilities and services which have rendered superfluous by changes in health care delivery and financing.
12VAC5-230-40. General application filing criteria.
A. In addition to meeting the [ applicable ] requirements of [ the State Medical Facilities Plan this chapter ], applicants for a Certificate of Public Need shall [ provide include ] documentation [ in their application ] that their [ proposal project ] addresses the applicable [ 20 considerations requirements ] listed in §32.1-102.3 of the Code of Virginia.
B. [ Facilities and services shall be provided in locations that meet established zoning regulations, as applicable The burden of proof shall be on the applicant to produce information and evidence that the project is consistent with the applicable requirements and review policies as required under Article 1.1 (§32.1-102.1 et seq.) of Chapter 4 of Title 32.1 of the Code of Virginia ].
C. [ The department shall consider an application complete when all requested information, and the application fee, is submitted on the form required. If the department finds the application incomplete, the applicant will be notified in writing and the application may be held for possible review in the next available applicable batch review cycle The commissioner may condition the approval of a COPN by requiring an applicant to: (i) provide a level of care at a reduced rate to indigents, (ii) accept patients requiring specialized care, or (iii) facilitate the development and operation of primary medical care services in designated medically underserved areas of the applicant’s service area. The applicant must actively seek to comply with the conditions place on any granted COPN ].
12VAC5-230-50. Project costs.
[ The capital development and operating costs for providing services should be comparable to similar services in the health planning region The capital development costs of a facility and the operating expenses of providing the authorized services should be comparable to the costs and expenses of similar facilities with the health planning region ].
12VAC5-230-60. [ Preferences When competing applications received ].
In [ the review of reviewing ] competing applications, [ preference consideration ] will be given to [ applicants the applicant who ]:
1. [ Who have Has ] an established performance record in completing projects on time and within the authorized [ operating expenses and ] capital costs;
2. [ Whose proposals have Has both ] lower [ direct construction costs and cost of equipment capital costs and operating expenses ] than  [ their his ] competitors and can demonstrate that [ their cost his ] estimates are credible;
[ 3. Who can demonstrate a commitment to facilitate the transport of patients residing in rural areas or medically underserved areas of urban localities to needed services, directly or through coordinated efforts with other organizations;
4. Who can 3. Can ] demonstrate a consistent compliance with state licensure and federal certification regulations and a consistent history of few documented complaints, where applicable; or
[ 5. Who can 4. Can ] demonstrate a commitment to [ enhancing financial accessibility to services through the provision of documented charity care, exclusive of bad debts and disallowances from payers, and services to Medicaid beneficiaries serving their community or service area as evidenced by unreimbursed services to the indigent and providing needed but unprofitable services, taking into account the demands of the particular service area ].
12VAC5-230-70. [ Emerging technologies Prorating of mobile service volume requirements ].
[ Inasmuch as the SMFP cannot contemplate all possible future applications and advances in the regulated technologies, these future applications and technological advances will be evaluated based on emerging national trends and evidence in the peer review literature. Until such time as the SMFP can be updated to reflect changes, emerging technologies should be registered with the center following 12VAC5-220-110 of the Virginia Administrative Code.
A. The required minimum service volumes for the establishment of services and the addition of capacity for mobile services shall be prorated on a "site by site" basis based on the amount of time the mobile services will be operational at each site using the following formula:
	Prorated annual volume (not to exceed the required full time volume)
	=
	Required full time annual volume
	*
	Number of days the services will be on site each week
	*.02


B. This section does not prohibit an applicant from seeking to obtain a COPN for a fixed site service provided capacity for the service has been achieved as described in the applicable service section. ]

12VAC5-230-80. [ Institutional need When institutional expansion needed ].
[ A. ] Notwithstanding any other provisions of this chapter, [ consideration will be given to the commissioner may grant approval for ] the expansion of services at [ an ] existing medical care [ facilities facility ] in [ a ] planning [ districts district ] with an excess supply of such services when the proposed expansion can be justified on the basis of [ facility-specific utilization a facility’s need having exceeded its current service capacity to provide such service ] or [ on the ] geographic remoteness [ of the facility ].
[ B. ] If a facility with an institutional need [ to expand ] is part of a [ network health system ], the underutilized services at other facilities within the [ network should be relocated health system should be reallocated, when appropriate, ] to the facility [ within the planning district ] with the institutional need [ when possible to expand before additional services are approved for the applicant. However, underutilized services located at a health system’s geographically remote facility may be disregarded when determining institutional need for the proposed project.
C. This section is not applicable to nursing facilities pursuant to §32.1-102.3:2 of the Code of Virginia.
D. Applicants shall not use this section to justify a need to establish new services. ]

[ 12VAC5-230-90. Compliance with the terms of a condition.
A. The commissioner may condition the approval of a COPN to provide care to Virginia’s indigent population, patients with specialized needs, or the medically underserved.
B. The applicant shall actively seek to provide opportunities to offer the conditioned service directly to indigent or uninsured persons at a reduced rate or free of charge to patients with specialized needs, or by the facilitation of primary care services in designated medically underserved areas.
C. If the direct provision of the conditioned services does not fulfill the terms of the condition, the center may determine the applicant to be in compliance with the terms of the condition when:
1. The applicant is part of a facility or provider network and the facility or provider network has provided reduced rate or uncompensated care at or above the regional standard; or 
2. The applicant provides direct financial support for community based health care services at a value equal to or greater than the difference between the terms of the condition and the amount of direct care provided.
Such direct financial support shall be in addition to, and not a substitute for, other charitable giving chosen by the applicant.
D. Acceptable proof for direct financial support is a signed receipt indicating the number or amount of services or other support provided and dollar value of that service or support. Applicants providing direct financial support for community based health care services should render that support through one of the following organizations:
1. The Virginia Association of Free Clinics;
2. The Virginia Health Care Foundation; or
3. The Virginia Primary Care Association.
E. Applicants shall demonstrate compliance with the terms of a condition for the previous 12-month period. The written condition report shall be certified or affirmed by the applicants and filed with the center. Such report shall include, but is not limited to, the:
1. Facility or service name and address;
2. Certificate number;
3. Facility or service gross patient revenues; 
4. Dollar value of the charity care provided, excluding bad debts and disallowances from payers; and 
5. Number of individuals served by the direct provision of care or a receipt from one of the allowable organizations listed in subsection D of this section. ] 

[ Part II 
Diagnostic Imaging Services 
Article 1 
Criteria and Standards for Computed Tomography ] 

[ 12VAC5-230-100. Accessibility 12VAC5-230-90. Travel time. ]

CT services should be within 30 minutes driving time one way [ , ] under normal conditions [ , ] of 95% of the population of the planning district.
[ 12VAC5-230-110 12VAC5-230-100. ] Need for new [ fixed site ] service.
A. [ No CT service should be approved at a location that is within 30 minutes driving time one way of: 
1. A service that is not yet operational; or
2. An existing CT unit that has performed fewer than 3,000 scans during the relevant reporting period.
B. ] No new [ fixed site ] CT service [ or network shall should ] be approved unless [ all existing fixed site ] CT services [ or networks ] in the planning district performed an average of [ 4,500 CT scans per machine during the relevant reporting period 10,000 procedures per existing and approved CT scanner during the relevant reporting period and the proposed new service would not significantly reduce the utilization of existing fixed site providers in the planning district below 10,000 procedures. The utilization of existing scanners operated by a hospital and serving an area distinct from the proposed new service site may be disregarded in computing the average utilization of CT scanners in such planning district ].
[ C. Consideration may be given to new CT services proposed for sites located beyond 30 minutes driving time one way of existing facilities that do not meet the 4,500 scans per machine criterion if the proposed sites are in rural areas B. CT scanners to be used solely for simulation with radiation therapy treatment shall be exempt from this article ].

[ 12VAC5-230-120 12VAC5-230-110 ]. Expansion of [ existing fixed site ] service.
Proposals to [ increase the number of CT scanners in expand ] an existing [ medical care facility’s ] CT service [ or network may through the addition of a CT scanner should ] be approved [ only if when ] the existing [ service or network services ] performed an average of [ 3,000 CT scans 10,000 procedures per scanner ] for the relevant reporting period. [ The commissioner may authorize placement of a new unit at the applicant’s existing medical care facility or at a separate location within the applicant’s primary service area for CT services, provided the proposed expansion is not likely to significantly reduce the utilization of existing providers in the planning district below 10,000 procedures. ]

[ 12VAC5-230-120. Adding or expanding mobile CT services.
A. Proposals for mobile CT scanners shall demonstrate that, for the relevant reporting period, at least 4,800 procedures were performed and that the proposed mobile unit will not significantly reduce the utilization of existing CT providers in the planning district below 10,000 procedures for fixed site scanners or 4,800 procedures for mobile scanners.
B. Proposals to convert mobile CT scanners to fixed site scanners shall demonstrate that, for the relevant reporting period, at least 6,000 procedures were performed and that the proposed conversion will not significantly reduce the utilization of existing CT providers in the planning district below 10,000 procedures for fixed site scanners or 4,800 procedures for mobile scanners. ]

12VAC5-230-130. Staffing.
[ Providers of ] CT services should be under the [ direct supervision of one or more board-certified diagnostic radiologists direction or supervision of one or more qualified physicians ].
 [ 12VAC5-230-140. Space.
Applicants shall provide documentation that:
1. A suitable environment will be provided for the proposed CT services, including protection against known hazards; and
2. Space will be provided for patient waiting, patient preparation, staff and patient bathrooms, staff activities, storage of records and supplies, and other space necessary to accommodate the needs of handicapped persons. ]

[ Article 2
Criteria and Standards for Magnetic Resonance Imaging ]

[ 12VAC5-230-150. Accessibility. 12VAC5-230-140. Travel time. ]

MRI services should be within 30 minutes driving time one way [ , ] under normal conditions [ , ] of 95% of the population of the planning district.
Article 2
Criteria and Standards for Magnetic Resonance Imaging
[ 12VAC5-230-160 12VAC5-230-150 ]. Need for new [ fixed site ] service.
[ A. ] No new [ fixed site ] MRI services [ shall should ] be approved unless [ all existing fixed site MRI ] services in the planning district performed an average of [ 4,000 scans per machine 5,000 procedures per existing and approved fixed site MRI scanner ] during the relevant reporting period [ and the proposed new service would not significantly reduce the utilization of existing fixed site MRI providers in the planning district below 5,000 procedures. The utilization of existing scanners operated by a hospital and serving an area distinct from the proposed new service site may be disregarded in computing the average utilization of MRI scanners in such planning district. ]

[ B. Consideration may be given to new MRI services proposed for sites located beyond 30 minutes driving time one way of existing facilities that do not meet the 4,000 scans per machine criterion of the prospered sites are in rural areas. ]

 [ 12VAC5-230-170 12VAC5-230-160 ]. Expansion of [ services fixed site service ].
Proposals to expand [ an ] existing [ medical care facility’s ] MRI services through the addition of [ a new scanning unit of an MRI scanner ] may be approved [ if when ] the existing service performed [ at least 4,000 scans an average of 5,000 MRI procedures ] per [ existing unit scanner ] during the relevant reporting period. [ The commissioner may authorize placement of the new unit at the applicant’s existing medical care facility, or at a separate location within the applicant’s primary service area for MRI services, provided the proposed expansion is not likely to significantly reduce the utilization of existing providers in the planning district below 5,000 procedures.
12VAC5-230-170. Adding or expanding mobile MRI services.
A. Proposals for mobile MRI scanners shall demonstrate that, for the relevant reporting period, at least 2,400 procedures were performed and that the proposed mobile unit will not significantly reduce the utilization of existing MRI providers in the planning district below 2,400 procedures for mobile scanners.
B. Proposals to convert mobile MRI scanners to fixed site scanners shall demonstrate that, for the relevant reporting period, 3,000 procedures were performed and that the proposed conversion will not significantly reduce the utilization of existing MRI providers in the planning district below 5,000 procedures for fixed site scanners and 2,400 procedures for mobile scanners. ]

12VAC5-230-180. Staffing.
MRI [ machines services ] should be under the [ direct, on-site supervision of one or more board-certified diagnostic radiologists direct supervision of one or more qualified physicians ].
 [ 12VAC5-230-190. Space.
Applicants should provide documentation that:
1. A suitable environment will be provided for the proposed MRI services, including shielding and protection against known hazards; and
2. Space will be provided for patient waiting, patient preparation, staff and patient bathrooms, staff activities, storage of records and supplies, and other space necessary to accommodate the needs of handicapped persons. ] 

[ Article 3 
Magnetic Source Imaging ]

[ 12VAC5-230-200 12 VAC5-230-190 ] . Policy for the development of MSI services.
Because Magnetic Source Imaging (MSI) scanning systems are still in the clinical research stage of development with no third-party payment available for clinical applications, and because it is uncertain as to how rapidly this technology will reach a point where it is shown to be clinically suitable for widespread use and distribution on a cost-effective basis, [ it is preferred that ] the entry and development of this technology in Virginia should initially occur at or in affiliation with, the academic medical centers in the state.
[ Article 4 
Positron Emission Tomography ]

[ 12VAC5-230-210 12VAC5-230-200 ]. [ Accessibility Travel time ].
[ The service area for each proposed PET service shall be an entire planning district PET services should be within 60 minutes driving time one way under normal conditions of 95% of the planning district ].
[ Article 4
Positron Emission Tomography
12VAC5-230-220 12VAC5-230-210 ]. Need for [ new fixed site ] service.
A. [ Whether the applicant is a consortium of hospitals, a hospital network, or a single general hospital, at least 850 new PET appropriate cases should have been diagnosed in the planning district. If the applicant is a hospital, whether free-standing or within a hospital system, 850 new PET appropriate cases shall have been diagnosed and the hospital shall have provided radiation therapy services with specific ancillary services suitable for the equipment before a new fixed site PET service should be approved for the planning district. ]

B. [ If the applicant is a general hospital, the facility shall provide radiation therapy services and specific ancillary services suitable for the equipment, and have reported at least 500 new courses of treatment or at least 8,000 treatment visits in the most recent reporting period No new fixed site PET services should be approved unless an average of 6,000 procedures preexisting and approved fixed site PET scanner were performed in the planning district during the relevant reporting period and the proposed new service would not significantly reduce the utilization of existing fixed site PET providers in the planning district below 6,000 procedures. The utilization of existing scanners operated by a hospital and serving an area distinct from the proposed new service site may be disregarded in computing the average utilization of PET units in such panning district.
Note: For the purposes of tracking volume utilization, an image taken with a PET/CT scanner that takes concurrent PET/CT images shall be counted as one PET procedure. Images made with PET/CT scanners that can take PET or CT images independently shall be counted as individual PET procedures and CT procedures respectively, unless those images are made concurrently. ]

[ C. If the applicant is a consortium of general hospitals or a hospital network, at least one of the consortium or network members shall provide radiation therapy services and specific ancillary services suitable for the equipment, and have reported at least 500 new PET appropriate patients.
D. Future applications of PET equipment shall be evaluated based on review of national literature. ]

[ 12VAC5-230-230. Additional scanners. 12VAC5-230-220. Expansion of fixed site services. ]

[ No additional PET scanners shall be added in a planning district unless the applicant can demonstrate that the utilization of the existing PET service was at least 1,200 PET scans for a fixed site unit and that the proposed new or expanded service would not reduce the utilization after for existing services below 850 PET scans for a fixed site unit. The applicant shall also provide documentation that he project complies with 12VAC50-230-240. Proposals to increase the number of PET scanners in an existing PET service should be approved only when the existing scanners performed an average of 6,000 procedures for the relevant reporting period and the proposed expansion would not significantly reduce the utilization of existing fixed site providers in the planning district below 6,000 procedures. ]

[ 12VAC5-230-230. Adding or expanding mobile PET or PET/CT services.
A. Proposals for mobile PET or PET/CT scanners shall demonstrate that, for the relevant reporting period, at least 230 procedures were performed and that the proposed mobile unit will not significantly reduce the utilization of existing providers in the planning district below 6,000 procedures for the fixed site PET providers or 230 procedures for the mobile PET providers.
B. Proposals to convert mobile PET or PET/CT scanners to fixed site scanners should demonstrate that, for the relevant reporting period, at least 1,400 procedures were performed and that the proposed conversion will not significantly reduce the utilization of existing providers in the planning district below 6,000 procedures for the fixed site PET or 230 procedures of the mobile PET providers. ]

12VAC5-230-240. Staffing.
PET services should be under the direction [ of a physician who is a board certified radiologist or supervision of one or more qualified physicians ]. Such [ physician physicians ] shall be [ a ] designated authorized [ user users ] of isotopes used for PET by the Nuclear Regulatory Commission or licensed by the [ Office Division ] of Radiologic Health of the Virginia Department of Health, as applicable.
Article 5
Noncardiac Nuclear Imaging Criteria and Standards
12VAC5-230-250. [ Accessibility Travel time ].
Noncardiac nuclear imaging services should be available within 30 minutes driving time one way [ , ] under normal driving conditions [ , ] of 95% of the population of the planning district.
12VAC5-230-260. [ Introduction of a service Need for new service ].
[ Any applicant proposing to establish a medical care facility for the provision of noncardiac nuclear imaging, or introducing nuclear imaging as a new service at an existing medical care facility, shall provide documentation that No new noncardiac imaging services should be approved unless ] the service can achieve a minimum utilization level of [ : ] 

[ (i) 650 scans 1. 650 procedures ] in the first 12 months of operation [ , ; ] 

[ (ii) 1,000 scans 2. 1,000 procedures ] in the second 12 months of [ services, and (iii) 1,250 scans service in the second 12 months of operation service; and
3. The proposed new service would not significantly reduce the utilization of existing providers in the planning district.
Note: The utilization of an existing service operated by a hospital and serving an area distinct from the proposed new service site may be disregarded in computing the average utilization of noncardiac nuclear imaging services in such planning district ].
12VAC5-230-270. Staffing.
The proposed new or expanded [ noncardiac ] nuclear imaging service [ shall should ] be under the direction [ of a board certified physician or supervision of one or more qualified physicians ] . Such physicians shall be [ a ] designated authorized [ user users ] of isotopes licensed by the Nuclear Regulatory Commission or the [ Office Division ] of Radiologic Health of the Virginia Department of Health, as applicable.
Part III
Radiation Therapy Services
Article 1
Radiation Therapy Services
12VAC5-230-280. [ Accessibility Travel time ].
Radiation therapy services should be available within 60 minutes driving time one way [ , ] under normal conditions [ , for of  ] 95% of the population of the planning district.
12VAC5-230-290. [ Availability Need for new service ].
A. No new radiation therapy service shall be approved unless: 
[ (i) existing 1. Existing ] radiation therapy machines located in the planning district [ were used for at least 320 cancer cases and at least performed an average of ] 8,000 treatment visits [ for in ] the relevant reporting period; and
[ (ii) it can be reasonably projected that the 2. The ] new service will perform at least [ 6,000 5,000 ] procedures by the [ third second ] year of operation without [ significantly ] reducing the utilization of existing [ radiation therapy machines within 60 minutes drive time one way, under normal conditions, such that less than 8,000 procedures will be performed by an existing machine providers in the planning district ].

B. The number of radiation therapy machines needed in a [ primary service area planning district ] will be determined as follows:
	Population x Cancer Incidence Rate x 60%

	320


where: 
1. The population is projected to be at least [ 75,000 150,000 ] people three years from the current year as reported in the most current projections of [ the Virginia Employment Commission a demographic entity as determined by the commissioner ];
2. The [ " ] cancer incidence rate [ " is based on as determined by ] data from the Statewide Cancer Registry;
3. 60% is the estimated number of new cancer cases in a planning district that are treatable with radiation therapy; and
4. 320 is 100% utilization of a radiation therapy machine based upon an anticipated average of 25 treatment visits per case.
C. [ Consideration will be given to the approval of Proposals for ] new radiation therapy services located [ at a general hospital at least less than ] 60 minutes driving time one way, under normal conditions, from any site that radiation therapy services are available [ if the applicant can shall ] demonstrate that the proposed new services will perform [ at least an average of ] 4,500 treatment procedures annually by the second year of operation, without [ significantly ] reducing the utilization of existing [ machines located within 60 minutes driving time one way, under normal conditions, from the proposed new service location providers in the planning region ].
[ D. Proposals for the expansion of radiation therapy services should not be approved unless all existing radiation therapy machines operated by the applicant in the planning district have performed at least 8,000 procedures for the relevant reporting period. ] 

12VAC5-230-300. [ Statewide Cancer Registry Expansion of service ].
[ Facilities with radiation therapy services shall participate in the Statewide Cancer Registry as required by Article 9 (§32.1-70 et seq.) of Chapter 2 of Title 32.1 of the Code of Virginia
Proposals to increase radiation therapy services should be approved only when all existing radiation therapy machines operated by the applicant in the planning district have performed an average of 8,000 procedures for the relevant reporting period and the proposed expansion would not significantly reduce the utilization of existing providers below 8,000 procedures ].
12VAC5-230-310. [ Staffing Statewide Cancer Registry ].
[ Radiation therapy services shall be under the direction of a physician board-certified in radiation oncology Facilities with radiation therapy services shall participate in the Statewide Cancer Registry as required by Article 9 (§32.1-70 et seq.) of Chapter 2 of Title 32.1 of the Code of Virginia ].
12VAC5-230-320. [ Equipment, patient care; support services Staffing ].
[ In addition to the radiation therapy machine, the service should have direct access to:
1. Simulation equipment capable of precisely producing the geometric relations of the equipment to be used for treatment of the patient;
2. A computerized treatment planning system;
3. A custom block design and cutting system; and
4. Diagnostic, laboratory oncology services
Radiation therapy services should be under the direction or supervision of one or more qualified physicians. Such physicians shall be designated authorized users of isotopes licensed by the Nuclear Regulatory Commission or the Division of Radiologic Health of the Virginia Department of Health, as applicable ].

Article 2
Criteria and Standards for Stereotactic Radiosurgery
12VAC5-230-330. [ Availability; need for new service Travel time ].
[ No new services should be approved unless (i) the number of procedures performed with existing units in the planning region average more than 350 per year and (ii) it can be reasonably projected that the proposed new service will perform at least 250 procedures in the second year of operation without reducing patient volumes to existing providers to less than 350 procedures Stereotactic radiosurgery services should be available within 60 minutes driving time one way under normal conditions of 95% of the population of a planning district ].
12VAC5-230-340. [ Statewide Cancer Registry Need for new service ].
[ Facilities shall participate in the Statewide Cancer Registry as required by Article 9 (§32.1-70 et seq.) of Chapter 2 of Title 32.1 of the Code of Virginia.
A. No new stereotactic radiosurgery services should be approved unless:
1. The number of procedures performed with existing units in the planning region averaged more than 350 per year; and
2. The proposed new service will perform at least 250 procedures in the second year of operation without significantly reducing the utilization of existing providers in the planning region below 350 treatments.
B. Consideration may be given to a stereotactic radiosurgery service incorporated within an existing standard radiation therapy service using a linear accelerator when an average of 8,000 treatments during the relevant reporting period were performed and the applicant can demonstrate that the volume and cost of the service is justified.
C. Consideration may be given to a dedicated Gamma Knife® incorporated within an existing radiation therapy service when:
1. At least 350 Gamma Knife® appropriate cases were referred out of the region in the relevant reporting period; and
2. The applicant can demonstrate that:
a. An average of 250 procedures will be preformed in the second year of operation;
b. Utilization of existing services in the planning region will not be significantly reduced below 350 treatments per year; and
c. The cost is justified. 
D. Consideration may be given to non-Gamma Knife® technology incorporated within an existing radiation therapy service when:
1. The unit is not part of a linear accelerator;
2. An average of 8,000 radiation treatments per year were performed by the existing radiation therapy services;
3. At least 250 procedures will be performed within the second year of operation; and
4. Utilization of existing services in the planning region will not be significantly reduced below 350 treatments. ] 

12VAC5-230-350. [ Staffing Expansion of service ].
[ The proposed new or expanded stereotactic radiosurgery services shall be under the direction of a physician who is board-certified in neurosurgery and a radiation oncologist with training in stereotactic radiosurgery
Proposals to increase the number of stereotactic radiosurgery services should be approved only when all existing stereotactic radiosurgery machines in the planning region have performed an average of 350 procedures for the relevant reporting period and the proposed expansion would not significantly reduce the utilization of existing providers in the planning region below 350 procedures ].
[ Part IV
Cardiac Services
Article 1
Criteria and Standards for Cardiac Catheterization Services ] 

12VAC5-230-360. [ Accessibility Statewide Cancer Registry ].
[ Adult cardiac catheterization services should be accessible within 60 minutes driving time one way, under normal conditions, for 95% of the population of the planning district Facilities shall participate in the Statewide Cancer Registry as required by Article 9 (§32.1-70 et seq.) of Chapter 2 of Title 32.1 of the Code of Virginia ].
12VAC5-230-370. [ Availability Staffing ].
[ A. No new fixed site cardiac catheterization laboratory should be approved unless:
1. All existing fixed site cardiac catheterization laboratories located in the planning district were used for at least 960 diagnostic-equivalent cardiac catheterization procedures for the relevant reporting period; and
2. It can be reasonably projected that the proposed new service will perform at least 200 diagnostic equivalent procedures in the first year of operation, 500 diagnostic equivalent procedures in the second year of operation without reducing the utilization of existing laboratories in the planning district to less than 960 diagnostic equivalent procedures at any of those existing laboratories.
B. Proposals for the use of freestanding or mobile cardiac catheterization laboratories shall be approved only if such laboratories will be provided at a site located on the campus of a general or community hospital. Additionally, applicants for proposed mobile cardiac catheterization laboratories shall be able to project that they will perform 200 diagnostic equivalent procedures in the first year of operation, 350 diagnostic equivalent procedures in the second year of operation without reducing the utilization of existing laboratories in the planning district to less than 960 diagnostic equivalent procedures at any of those existing laboratories.
C. Consideration may be given for the approval of new cardiac catheterization services located at a general hospital located 60 minutes or more driving time one way, under normal conditions, from existing laboratories, if it can be projected that the proposed new laboratory will perform at least 200 diagnostic-equivalent procedures in the first year of operation, 400 diagnostic-equivalent procedures in the second year of operation without reducing the utilization of existing laboratories located within 60 minutes driving time one way, under normal conditions, of the proposed new service location.
D. Proposals for the addition of cardiac catheterization laboratories shall not be approved unless all existing cardiac catheterization laboratories operated in the planning district by the applicant have performed at least 1,200 diagnostic-equivalent procedures for the relevant reporting period, and the applicant can demonstrate that the expanded service will achieve a minimum of 200 diagnostic equivalent procedures per laboratory in the first 12 months of operation, 400 diagnostic equivalent procedures in the second 12 months of operation without reducing the utilization of existing cardiac catheterization laboratories in the planning district below 960 diagnostic equivalent procedures.
E. Emergency cardiac catheterization services shall be available within 30 minutes of admission to the facility.
F. No new or expanded pediatric cardiac catheterization services should be approved unless the proposed service will be provided at a hospital that:
1. Provides open heart surgery services, provides pediatric tertiary care services, has a pediatric intensive care unit and provides neonatal special care or has a cardiac intensive care unit and provides pediatric open heart surgery services; and
2. The applicant can demonstrate that each proposed laboratory will perform at least 100 pediatric cardiac catheterization procedures in the first year of operation and 200 pediatric cardiac catheterization procedures in the second year of operation.
G. Applications for new or expanded cardiac catheterization services that include nonemergent interventional cardiology services should not be approved unless emergency open heart surgery services are available within 15 minutes drive time in the hospital where the proposed cardiac catheterization service will be located.
Stereotactic radiosurgery services should be under the direction or supervision of one or more qualified physicians. ]

[ Part IV
Cardiac Services
Article 1
Criteria and Standards for Cardiac Catheterization Services ] 

12VAC5-230-380. [ Staffing Travel time ].
[ A. Cardiac catheterization services should have a medical director who is board-certified in cardiology and clinical experience in the performing physiologic and angiographic procedures.
In the case of pediatric cardiac catheterization services, the medical director should be board-certified in pediatric cardiology and have clinical experience in performing physiologic and angiographic procedures. 
B. All physicians who will be performing cardiac catheterization procedures should be board-certified or board-eligible in cardiology and clinical experience in performing physiologic and angiographic procedures.
In the case of pediatric catheterization services, each physician performing pediatric procedures should be board-certified or board-eligible in pediatric cardiology, and have clinical experience in performing physiologic and angiographic procedures.
C. All anesthesia services should be provided by or supervised by a board-certified anesthesiologist.
In the case of pediatric catheterization services, the anesthesiologist should be experienced and trained in pediatric anesthesiology.
Cardiac catheterization services should be within 60 minutes driving time one way under normal conditions of 95% of the population of the planning district. ] 

Article 2
Criteria and Standards for Open Heart Surgery
12VAC5-230-390. [ Accessibility Need for new service ].
[ Open heart surgery services should be available 24 hours per day 7 days per week and accessible within a 60 minutes driving time one way, under normal conditions, for 95% of the population of the planning district.
A. No new fixed site cardiac catheterization laboratory should be approved for a planning district unless:
1. Existing fixed site cardiac catheterization laboratories located in the planning district performed an average of 1,200 cardiac catheterization DEPs for the relevant reporting period; and
2. The proposed new service will perform an average of 200 DEPs in the first year of operation and 500 DEPs in the second year of operation; and 
3. The utilization of existing services in the planning district will not be significantly reduced.
B. Proposals for mobile cardiac catheterization laboratories should be approved only if such laboratories will be provided at a site located on the campus of an inpatient hospital. Additionally, applicants for proposed mobile cardiac catheterization laboratories shall be able to project that they will perform an average of 200 DEPs in the first year of operation and 350 DEPs in the second year of operation without significantly reducing the utilization of existing laboratories in the planning district below 1,200 procedures. 
C. Consideration may be given for new cardiac catheterization services located at an inpatient hospital that is 60 minutes or more driving time one way under normal conditions from existing laboratories if the applicant can demonstrate that the proposed new laboratory will perform an average of 200 DEPs in the first year of operation and 400 DEPs in the second year of operation without significantly reducing the utilization of existing laboratories in the planning district. ] 

12VAC5-230-400. [ Availability Expansion of services ].
[ A. No new open heart services should be approved unless:
1. The service will be made available in a general hospital with established cardiac catheterization services that have been used for at least 960 diagnostic equivalent procedures for the relevant reporting period and have been in operation for at least 30 months;
2. All existing open heart surgery rooms located in the planning district have been used for at least 400 open heart surgical procedures for the relevant reporting period; and 
3. It can be reasonably projected that the proposed new service will perform at least 150 procedures per room in the first year of operation and 250 procedures per room in the second year of operation without reducing the utilization of existing open heart surgery programs in the planning district to less than 400 open heart procedures performed at those existing services.
B. Notwithstanding subsection A of this subsection, consideration will be given to the approval of new open heart surgery services located at a general hospital more than 60 minutes driving time one way, under normal conditions, from any site in which open heart surgery services are currently available if it can be projected that the proposed new service will perform at least 150 open heart procedures in the first year of operation; and 200 procedures in the second year of operation without reducing the utilization of existing open heart surgery rooms to less than 400 procedures per room within 2 hours driving time one way, under normal conditions, from the proposed new service location.
Such hospitals should also have provided at least 960 diagnostic-equivalent cardiac catheterization procedures during the relevant reporting period on equipment that has been in operation at least 30 months.
C. Proposals for the expansion of open heart surgery services should not be approved unless all existing open heart surgery rooms operated by the applicant have performed at least:
1. 400 adult-equivalent open heart surgery procedures in the relevant reporting period when the proposed facility is within two hours driving time one way, under normal conditions, of an existing open heart surgery service; or
2. 300 adult-equivalent open heart surgery procedures in the relevant reporting period when the applicant proposes expanding services in excess of two hours driving time, under normal conditions, of an existing open heart surgery service.
D. No new or expanded pediatric open heart surgery services should be approved unless the proposed new or expanded service is provided at a hospital that:
1. Has pediatric cardiac catheterization services that have been in operation for 30 months and have performed at least 200 pediatric cardiac catheterization procedures for the relevant reporting period; and 
2. Has pediatric intensive care services and provides neonatal special care.
Proposals to increase cardiac catheterization services should be approved only when:
1. All existing cardiac catheterization laboratories operated by the applicant’s facilities where the proposed expansion is to occur have performed an average of 1,200 DEPs for the relevant reporting period; and
2. The applicant can demonstrate that the expanded service will achieve an average of 200 DEPs per laboratory in the first 12 months of operation and 400 DEPs in the second 12 months of operation without significantly reducing the utilization of existing cardiac catheterization laboratories in the planning district. ]

12VAC5-230-410. [ Staffing Pediatric cardiac catheterization ].
[ A. Open heart surgery services should have a medical director certified by the American Board of Thoracic Surgery in cardiovascular surgery with special qualifications and experience in cardiac surgery.
In the case of pediatric open heart surgery, the medical director shall be certified by the American Board of Thoracic Surgery in cardiovascular surgery and experience in pediatric cardiovascular surgery and congenital heart disease.
B. All physicians performing open heart surgery procedures should be board-certified or board-eligible in cardiovascular surgery, with experience in cardiac surgery. In addition to the cardiovascular surgeon who performs the procedure, there should be a suitably trained board-certified or board-eligible cardiovascular surgeon acting as an assistant during the open heart surgical procedure. There should also be present at least one board-certified or board-eligible anesthesiologist with experience in open heart surgery.
In the case of pediatric open heart surgery services, each physician performing and assisting with pediatric procedures should be board-certified or board-eligible in cardiovascular surgery with experience in pediatric cardiovascular surgery. In addition to the cardiovascular surgeon who performs the procedure, there should be a suitably trained board-certified or board-eligible cardiovascular surgeon acting as an assistant during the open heart surgical procedure. All pediatric procedures should include a board-certified anesthesiologist with experience in pediatric anesthesiology and pediatric open heart surgery.
No new or expanded pediatric cardiac catheterization services should be approved unless:
1. The proposed service will be provided at an inpatient hospital with open heart surgery services, pediatric tertiary care services or specialty or subspecialty level neonatal special care;
2. The applicant can demonstrate that the proposed laboratory will perform at least 100 pediatric cardiac catheterization procedures in the first year of operation and 200 pediatric cardiac catheterization procedures in the second year of operation; and
3. The utilization of existing pediatric cardiac catheterization laboratories in the planning district will not be reduced below 100 procedures per year. ]

[ Part V
General Surgical Services ]

12VAC5-230-420. [ Accessibility Nonemergent cardiac catheterization ].
[ Surgical services should be available within 30 minutes driving time one way, under normal conditions, for 95% of the population of the planning district.
Proposals to provide elective interventional cardiac procedures such as PTCA, transseptal puncture, transthoracic left ventricle puncture, myocardial biopsy or any valvuoplasty procedures, diagnostic pericardiocentesis or therapeutic procedures should be approved only when open heart surgery services are available on-site in the same hospital in which the proposed non-emergent cardiac service will be located. ]

12VAC5-230-430. [ Availability Staffing ].
[ A. The combined number of inpatient and outpatient general purpose surgical operating rooms needed in a planning district, exclusive of Level I and Level II Trauma Centers dedicated to the needs of the trauma service, dedicated cesarean section rooms, or operating rooms designated exclusively for open heart surgery, will be determined as follows: 
	FOR= ((ORV/POP) x (PROPOP)) x AHORV

	1600


ORV = the sum of total operating room visits (inpatient and outpatient) in the planning district in the most recent five years for which operating room utilization data has been reported by Virginia Health Information; and
POP = the sum of total population in the planning district in the most recent five years for which operating room utilization data has been reported by Virginia Health Information, as found in the most current projections of the Virginia Employment Commission.
PROPOP = the projected population of the planning district five years from the current year as reported in the most current projections of the Virginia Employment Commission.
AHORV = the average hours per general purpose operating room visit in the planning district for the most recent year for which average hours per general purpose operating room visit has been calculated from information collected by Virginia Health Information.
FOR = future general purpose operating rooms needed in the planning district five years from the current year.
1600 = available service hours per operating room per year based on 80% utilization of an operating room that is available 40 hours per week, 50 weeks per year.
B. Projects involving the relocation of existing general purpose operating rooms within a planning district may be authorized when it can be reasonably documented that such relocation will improve the distribution of surgical services within a planning district by making services available within 30 minutes driving time one way, under normal conditions, of 95% of the planning district’s population.
A. Cardiac catheterization services should have a medical director who is board certified in cardiology and has clinical experience in performing physiologic and angiographic procedures.
In the case of pediatric cardiac catheterization services, the medical director should be board-certified in pediatric cardiology and have clinical experience in performing physiologic and angiographic procedures.
B. Cardiac catheterization services should be under the direct supervision or one or more qualified physicians. Such physicians should have clinical experience in performing physiologic and angiographic procedures.
Pediatric catheterization services should be under the direct supervision of one or more qualified phsycians. Such physicians should have clinical experience in performing pediatric physiologic and angiographic procedures. ] 

 [ Part VI
General Inpatient Services ]

Article 2
Criteria and Standards for Open Heart Surgery
12VAC5-230-440. [ Accessibility Travel time ].
[ Acute care inpatient facility beds A. Open heart surgery services ] should be within [ 30 60 ] minutes driving time one way [ , ] under normal conditions [ , ] of 95% of the population of [ a the ] planning district.
[ B. Such services shall be available 24 hours a day, seven days a week. ]

12VAC5-230-450. [ Availability Need for new service ].
[ A. Subject to the provisions of 12VAC5-230-80, no new inpatient beds should be approved in any planning district unless:
1. The resulting number of beds does not exceed the number of beds projected to be needed, for each inpatient bed category, for that planning district for the fifth planning horizon year;
2. The average annual occupancy, based on the number of beds, is at least 70% (midnight census) for the relevant reporting period; or
3. The intensive care bed capacity has an average annual occupancy of at least 65% for the relevant reporting period, based on the number of beds.
A. No new open heart services should be approved unless:
1. The service will be available in an inpatient hospital with an established cardiac catheterization service that has performed an average of 1,200 DEPs for the relevant reporting period and has been in operation for at least 30 months;
2. Open heart surgery programs located in the planning district performed an average of 400 open heart and closed heart surgical procedures for the relevant reporting period; and 
3. The proposed new service will perform at least 150 procedures per room in the first year of operation and 250 procedures per room in the second year of operation without significantly reducing the utilization of existing open heart surgery programs in the planning district below 400 open and closed heart procedures. ]

[ B. No proposal to replace or relocate inpatient beds to a location not contiguous to the existing site should be approved unless:
1. Off-site replacement is necessary to correct life safety or building code deficiencies;
2. The population currently served by the beds to be moved will have reasonable access to the beds at the new site, or to neighboring inpatient facilities;
3. The beds to be replaced experienced an average annual utilization of 70% (midnight census) for general inpatient beds and 65% for intensive care beds in the relevant reporting period;
4. The number of beds to be moved off site is taken out of service at the existing facility; and
5. The off-site replacement of beds results in: (i) a decrease in the licensed bed capacity; (ii) a substantial cost savings, cost avoidance, or consolidation of underutilized facilities; or (iii) generally improved operating efficiency in the applicant’s facility or facilities.
B. Consideration may be given to new open heart surgery services located at an inpatient hospital more than 60 minutes driving time one way under normal condition from any site in which open heart surgery services are currently available when:
1. The proposed new service will perform an average of 150 open heart procedures in the first year of operation and 200 procedures in the second year of operation without significantly reducing the utilization of existing open heart surgery rooms within two hours driving time one way under normal conditions from the proposed new service location below 400 procedures per room; and 
2. The hospital provided an average of 1,200 cardiac catheterization DEPs during the relevant reporting period in a service that has been in operation at least 30 months. ] 

[ C. For proposals involving a capital expenditure of $5 million or more, and involving the conversion of underutilized beds to medical/surgical, pediatric or intensive care, consideration will be given to a proposal if: (i) there is a projected need in the category of inpatient beds that would result from the conversion; and (ii) it can be demonstrated that the average annual occupancy of the beds to be converted would reach the standard in subdivisions B 1, 2 and 3 for the bed category that would result from the conversion, by the first year of operation.
D. In addition to the terms of 12VAC5-230-80, a need for additional general inpatient beds may be demonstrated if the total number of beds in a given category in the planning district is less than the number of such beds projected as necessary to meet demand in the fifth planning horizon year for which the application is submitted.
E. The number of medical/surgical beds projected to be needed in a planning district shall be computed as follows:
1. Determine the projected total number of medical/surgical and pediatric inpatient days for the fifth planning horizon year as follows:
a. Add the medical/surgical and pediatric inpatient days for the past three years for all acute care inpatient facilities in the planning district as reported in the Annual Survey of Hospitals;
b. Add the projected planning district population for the same three year period as reported by the Virginia Employment Commission;
c. Divide the total of the medical/surgical and pediatric inpatient days by the total of the population and express the resulting rate in days per 1,000 population;
d. Multiply the days per 1,000 population rate by the projected population for the planning district (expressed in thousands) for the fifth planning horizon year. 
2. Determine the projected number of medical/surgical and pediatric beds that may be needed in the planning district for the planning horizon year as follows: 
a. Divide the result in subdivision E 1 d of this subsection by 365;
b. Divide the quotient obtained by 0.80 in planning districts in which 50% or more of the population resides in nonrural areas or 0.75 in planning districts in which less than 50% of the population resides in nonrural areas.
3. Determine the projected number of medical/surgical and pediatric beds that may be established or relocated within the planning district for the fifth planning horizon year as follows: 
a. Determine the number of medical/surgical and pediatric beds as reported in the inventory; 
b. Subtract the number of beds identified in subdivision E 1 from the number of beds needed as determined in subdivision E 2 b of this subsection. If the difference indicated is positive, then a need may exist for additional medical/surgical or pediatric beds. If the difference is negative, then no need for additional beds exists.
F. The projected need for intensive care beds shall be computed as follows:
1. Determine the projected total number of intensive care inpatient days for the fifth planning horizon year as follows: 
a. Add the intensive care inpatient days for the past three years for all inpatient facilities in the planning district as reported in the annual survey of hospitals;
b. Add the planning district’s projected population for the same three-year period as reported by the Virginia Employment Commission;
c. Divide the total of the intensive care days by the total of the population to obtain the rate in days per 1,000 population;
d. Multiply the days per 1,000 population rate by the projected population for the planning district (expressed in thousands) for the fifth planning horizon year to yield the expected intensive care patient days.
2. Determine the projected number of intensive care beds that may be needed in the planning district for the planning horizon year as follows:
a. Divide the number of days projected in subdivision F 1 d of this subsection by 365 to yield the projected average daily census;
b. Calculate the beds needed to assure with 99% probability that an intensive care bed will be available for unscheduled admissions.
3. Determine the projected number of intensive care beds that may be established or relocated within the planning district for the fifth planning horizon year as follows: 
a. Determine the number of intensive care beds as reported in the inventory. 
b. Subtract the number of beds identified in subdivision F 3 a of this subsection from the number of beds needed as determined in subdivision F 2 b of this subsection.  If the difference is positive, then a need may exist for additional intensive care beds. If the difference is negative, then no need for additional beds exists.
G. No hospital should relocate beds to a new location if underutilized beds (less than 85% average annual occupancy for medical/surgical and pediatric beds), when the relocation involves such beds, and less than 65% average annual occupancy for intensive care beds when relocation involves such beds, are available within 30 minutes of the site of the proposed hospital. ]

[ Part VII
Nursing Facilities ]

12VAC5-230-460. [ Accessibility Expansion of service ].
[ A. Nursing facility beds should be accessible within 60 minutes driving time one way, under normal conditions, to 95% of the population in a planning region.
B. Nursing facilities should be accessible by public transportation when such systems exist in an area.
C. Preference will be given to proposals that improve geographic access and reduce travel time to nursing facilities within a planning district 
Proposals to increase open heart surgery services shall demonstrate that existing open heart surgery rooms operated by the applicant have performed an average of:
1. 400 adult equivalent open heart surgery procedures in the relevant reporting period of the proposed increase is within one hour driving time one way under normal conditions of an existing open heart surgery service, or
2. 300 adult equivalent open heart surgery procedures in the relevant reporting period if the proposed service is in excess of one hour driving time one way under normal conditions of an existing open heart surgery service in the planning district ].

12VAC5-230-470. [ Availability Pediatric open heart surgery services ].
[ A. No planning district shall be considered to have a need for additional nursing facility beds unless (i) the bed need forecast in that planning district (see subsection D of this section) exceeds the current inventory of beds in that planning district and (ii) the estimated average annual occupancy of all existing Medicaid-certified nursing facility beds in the planning district was at least 93% for the most recent two years following the first year of operation of new beds, excluding the bed inventory and utilization of the Virginia Veterans Care Center.
B. No planning district shall be considered to have a need for additional beds if there are unconstructed beds designated as Medicaid-certified.
C. Proposals for expanding existing nursing facilities should not be approved unless the facility has operated for at least two years and the average annual occupancy of the facility's existing beds was at least 93% in the most recent year for which bed utilization has been reported to the department.
Exceptions will be considered for facilities that operated at less than 93% average annual occupancy in the most recent year for which bed utilization has been reported when the facility has a rehabilitative or other specialized care focus that results in a relatively short average length of stay, causing an average annual occupancy lower than 93% for the facility.
D. The bed need forecast will be computed as follows:
PDBN = (UR64 x PP64) + (UR69 x PP69) + (UR74 x PP74) + (UR79 x PP79) + (UR84 x PP84) + (UR85 x PP85) where:
PDBN = Planning district bed need.
UR64 = The nursing home bed use rate of the population aged 0 to 64 in the planning district as determined in the most recent nursing home patient origin study authorized by the department.
PP64 = The population aged 0 to 64 projected for the planning district three years from the current year as most recently published by the Virginia Employment Commission.
UR69 = The nursing home bed use rate of the population aged 65 to 69 in the planning district as determined in the most recent nursing home patient origin study authorized by the department.
PP69 = The population aged 65 to 69 projected for the planning district three years from the current year as most recently published by the Virginia Employment Commission.
UR74 = The nursing home bed use rate of the population aged 70 to 74 in the planning district as determined in the most recent nursing home patient origin study authorized by the department.
PP74 = The population aged 70 to 74 projected for the planning district three years from the current year as most recently published by the Virginia Employment Commission.
UR79 = The nursing home bed use rate of the population aged 75 to 79 in the planning district as determined in the most recent nursing home patient origin study authorized by the department.
PP79 = The population aged 75 to 79 projected for the planning district three years from the current year as most recently published by the Virginia Employment Commission.
UR84 = The nursing home bed use rate of the population aged 80 to 84 in the planning district as determined in the most recent nursing home patient origin study authorized by the department.
PP84 = The population aged 80 to 84 projected for the planning district three years from the current year as most recently published by the Virginia Employment Commission. 
UR85+ = The nursing home bed use rate of the population aged 85 and older in the planning district as determined in the most recent nursing home patient origin study authorized by the department.
PP85+ = The population aged 85 and older projected for the planning district three years from the current year as most recently published by the Virginia Employment Commission. 
Planning district bed need forecasts will be rounded as follows: 
	Planning District Bed Need
	Rounded Bed Need

	1-29
	0

	30-44
	30

	45-84
	60

	85-104
	90

	105-134
	120

	135-164
	150

	165-194
	180

	195-224
	210

	225+
	240


The above applies, except in the case of a planning district that has two or more nursing facilities, has had an average annual occupancy rate in excess of 93% for the most recent two years for which bed utilization has been reported to the department, and has a forecasted bed need of 15 to 29 beds. In such a case, the bed need for this planning district will be rounded to 30.
E. No new freestanding nursing facilities of less than 90 beds should be authorized. Consideration will be given to new freestanding facilities with fewer than 90 nursing facility beds when such facilities can be justified on the basis of a lack of local demand for a larger facility and a maldistribution of nursing facility beds within a planning district.
F. Proposals for the development of new nursing facilities or the expansion of existing facilities by continuing care retirement communities will be considered when:
1. The total number of new or additional beds plus any existing nursing facility beds operated by the continuing care provider does not exceed 10% of the continuing care provider's total existing or planned independent living and adult care residence;
2. The proposed beds are necessary to meet existing or reasonably anticipated obligations to provide care to present or prospective residents of the continuing care facility;
3. The applicant agrees in writing not to seek certification for the use of such new or additional beds by persons eligible to receive Medicaid;
4. The applicant agrees in writing to obtain the resident's written acknowledgement, prior to admission, that the applicant does not serve Medicaid recipients and that, in the event such resident becomes a Medicaid recipient and is eligible for nursing facility placement, the resident will not be eligible for placement in the CCRC’s nursing facility unit;
5. The applicant agrees in writing that only continuing care contract holders who have resided in the CCRC as independent living residents or adult care residents will be admitted to the nursing facility unit after the first three years of operation.
G. The construction cost of proposed nursing facilities should be comparable to the most recent cost for similar facilities in the same health planning region.  Consideration should be given to the current capital cost reimbursement methodology utilized by the Department of Medical Assistance Services.
H. Consideration should be given to applicants proposing to replace outdated and functionally obsolete facilities with modern nursing facilities that will result in the more cost efficient delivery of health care services to residents in a more aesthetically pleasing and comfortable environment. Proponents of the replacement and relocation of nursing facility beds should demonstrate that the replacement and relocation are reasonable and could result in savings in other cost centers, such as realized operational economies of scale and lower maintenance costs.
No new or expanded pediatric open heart surgery service should be approved unless the proposed new or expended service is provided at an inpatient hospital that:
1. Has pediatric cardiac catheterization services that have been in operation for 30 months and have performed an average of 200 pediatric cardiac catheterization procedures for the relevant reporting period; and
2. Has pediatric intensive care services and provides specialty or subspecialty neonatal special care. ] 

[ Part VIII
Lithotripsy Services ]

12VAC5-230-480. [ Accessibility Staffing ].
A. [ The waiting time for lithotripsy services should be no more than one week Open heart surgery services should have a medical director who is board certified in cardiovascular or cardiothoracic surgery by the appropriate board of the American Board of Medical Specialists.
In the case of pediatric cardiac surgery, the medical director should be board certified in cardiovascular or cardiothoracic surgery, with special qualifications and experience in pediatric cardiac surgery and congenital heart disease, by the appropriate board of the American Board of Medical Specialists ].
B. [ Lithotripsy services should be available within 30 minutes driving time in urban areas and 45 minutes driving time one way, under normal conditions, for 95% of the population of the health planning region Cardiac surgery should be under the direct supervision of one or more qualified physicians.
Pediatric cardiac surgery services should be under the direct supervision of one or more qualified physicians ].
[ Part V 
General Surgical Services ]

12VAC5-230-490. [ Availability Travel time ].
[ A. Consideration will be given to new lithotripsy services established at a general hospital through contract with, or by lease of equipment from, an existing service provider authorized to operate in Virginia, provided the hospital has referred at least two patients per week, or 100 patients annually, for the relevant reporting period to other facilities for lithotripsy services.
B. A new service may be approved at the site of any general hospital or hospital-based clinic or licensed outpatient surgical hospital provided the service is provided by:
1. A vendor currently providing services in Virginia;
2. A vendor not currently providing services who can demonstrate that the proposed unit can provide at least 750 procedures annually at all sites served; or
3. An applicant who can demonstrate that the proposed unit can provide at least 750 procedures annually at all sites to be served.
C. Proposals for the expansion of services by existing vendors or providers of such services may be approved if it can be demonstrated that each existing unit owned or operated by that vendor or provider has provided a minimum of 750 procedures annually at all sites served by the vendor or provider.
D. A new or expanded lithotripsy service may be approved when the applicant is a consortium of hospitals or a hospital network, when a majority of procedures will be provided at sites or facilities owned or operated by the hospital consortium or by the hospital network.
Surgical services should be available within 30 minutes driving time one way under normal conditions for 95% of the population of the planning district. ]

[ Part IX
Organ Transplant ]

12VAC5-230-500. [ Accessibility Need for new service ].
A. [ Organ transplantation services should be accessible within two hours driving time one way, under normal conditions, of 95% of Virginia's population. The combined number of inpatient and outpatient general purpose surgical operating rooms needed in a planning district, exclusive of dedicated cesarean section rooms, operating rooms designated exclusively for cardiac surgery, procedures rooms or VDH designated trauma services, shall be determined as follows: 
	FOR = ((ORV/POP) x (PROPOP)) x AHORV

	1600


Where:
ORV = the sum of total inpatient and outpatient general purpose operating room visits in the planning district in the most recent three years for which general purpose operating room utilization data has been reported by VHI; and
POP = the sum of total population in the planning district as reported by a demographic entity as determined by the commissioner, for the same three year period as used in determining ORV.
PROPOP = the projected population of the planning district five years from the current year as reported by a demographic program as determined by the commissioner.
AHORV = the average hours per general purpose operating room visit in the planning district for the most recent year for which average hours per general purpose operating room visits have been calculated as reported by VHI.
FOR = future general purpose operating rooms needed in the planning district five years from the current year.
1600 = available service hours per operating room per year based on 80% utilization of an operating room available 40 hours per week, 50 weeks per year. ] 

B. [ Providers of organ transplantation services should facilitate access to pre- and post-transplantation services needed by patients residing in rural locations by establishing part-time satellite clinics Projects involving the relocation of existing general purpose operating rooms within a planning district may be authorized when it can be reasonably documented that such relocation will improve the distribution of surgical services within a planning district by making services available within 30 minutes driving time one way under normal conditions of 95% of the planning district’s population. ]

12VAC5-230-510. [ Availability Staffing ].
[ A. There should be no more than one program for each transplantable organ in a health planning region.
B. Proposals to expand existing transplantation programs shall demonstrate that existing organ transplantation services comply with all applicable Medicare program coverage criteria. Surgical services should be under the direction or supervision of one or more qualified physicians. ]

[ Part VI 
Inpatient Bed Requirements ]

12VAC5-230-520. [ Minimum utilization; minimum survival rate; service proficiency; systems operations Travel time ].
[ A. Proposals to establish or expand organ transplantation services should demonstrate that the minimum number of transplants would be performed annually. The minimum number of transplants required by organ system is:
	Kidney
	30

	Pancreas or kidney/pancreas
	12

	Heart
	17

	Heart/Lung
	12

	Lung
	12

	Liver
	21

	Intestine
	2


Performance of minimum transplantation volumes does not indicate a need for additional transplantation capacity or programs.
B. Preference will be given to expansion of successful existing services, either by enabling necessary increases in the number of organ systems being transplanted or by adding transplantation capability for additional organ systems, rather than developing additional programs that could reduce average program volume.
C. Facilities should demonstrate that they will achieve and maintain minimum transplant patient survival rates. Minimum one-year survival rates, listed by organ system, are:
	Kidney
	95%

	Pancreas or kidney/pancreas
	90%

	Heart
	85%

	Heart/Lung
	60%

	Lung
	77%

	Liver
	86%

	Intestine
	77%


D. Proposals to add additional organ transplantation services should demonstrate at least two years successful experience with all existing organ transplantation systems.
E. All physicians that perform transplants should be board-certified by the appropriate professional examining board, and should have a minimum of one year of formal training and two years of experience in transplant surgery and post-operative care.
Inpatient beds should be within 30 minutes driving time one way under normal conditions of 95% of the population of a planning district. ] 

[ Part X
Miscellaneous Capital Expenditures ]

12VAC5-230-530. [ Purpose Need for new service ].
[ This part of the SMFP is intended to provide general guidance in the review of projects that require COPN authorization by virtue of their expense but do not involve changes in the bed or service capacity of a medical care facility addressed elsewhere in this chapter. This part may be used in coordination with other parts of the SMFP addressing changes in bed or service capacity used in the COPN review process. 
A. No new inpatient beds should be approved in any planning district unless:
1. The resulting number of beds for each bed category contained in this article does not exceed the number of beds projected to be needed for that planning district for the fifth planning horizon year; and
2. The average annual occupancy based on the number of beds in the planning district for the relevant reporting period is: 
a. 80% at midnight census for medical/surgical or pediatric beds;
b. 65% at midnight census for intensive care beds.
B. For proposals to convert under-utilized beds that require a capital expenditure of $15 million or more, consideration may be given to such proposal if:
1. There is a projected need in the applicable category of inpatient beds; and 
2. The applicant can demonstrate that the average annual occupancy of the converted beds would meet the utilization standard for the applicable bed category by the first year of operation. 
For the purposes of this part, "underutilized" means less than 80% average annual occupancy for medical/surgical or pediatric beds, when the relocation involves such beds and less than 65% average annual occupancy for intensive care beds when relocation involves such beds. ]

12VAC5-230-540. [ Project need Need for medical/surgical beds ].
[ All applications involving the expenditure of $5 million dollars or more by a medical care facility should include documentation that the expenditure is necessary in order for the facility to meet the identified medical care needs of the public it serves. Such documentation should clearly identify that the expenditure:
1. Represents the most cost-effective approach to meeting the identified need; and
2. The ongoing operational costs will not result in unreasonable increases in the cost of delivering the services provided.
The number of medical/surgical beds projected to be needed in a planning district shall be computed as follows:
1. Determine the use rate for the medical/surgical beds for the planning district using the formula:
BUR = (IPD/PoP) x 1,000
Where:
BUR = the bed use rate for the planning district.
IPD = the sum of total inpatient days in the planning district for the most recent three years for which inpatient day data has been reported by VHI; and
PoP = the sum of total population greater than 18 years of age in the planning district for the same three years used to determine IPD as reported by a demographic program as determined by the commissioner.
2. Determine the total number of medical/surgical beds needed for the planning district in five years from the current year using the formula:
ProBed = ((BUR x ProPop)/365)/0.80
Where:
ProBed = The projected number of medical/surgical beds needed in the planning district for five years from the current year.
BUR = the bed use rate for the planning district determined in subdivision 1 of this section.
ProPop = the projected population greater than 18 years of age of the planning district five years from the current year as reported by a demographic program as determined by the commissioner.
3. Determine the number of medical/surgical beds that are needed in the planning district for the five planning horizon years as follows:
NewBed = ProBed – CurrentBed
Where:
NewBed = the number of new medical/surgical beds that can be established in a planning district, if the number is positive. If NewBed is a negative number, no additional medical/surgical beds should be authorized for the planning district.
ProBed = the projected number of medical/surgical beds needed in the planning district for five years from the current year determined in subdivision 2 of this section.
CurrentBed = the current inventory of licensed and authorized medical/surgical beds in the planning district. ] 

12VAC5-230-550. [ Facilities expansion Need for pediatric beds ].
[ Applications for the expansion of medical care facilities should document that the current space provided in the facility for the areas or departments proposed for expansion are inadequate. Such documentation should include:
1. An analysis of the historical volume of work activity or other activity performed in the area or department;
2. The projected volume of work activity or other activity to be performed in the area or department; and
3. Evidence that contemporary design guidelines for space in the relevant areas or departments, based on levels of work activity or other activity, are consistent with the proposal.
The number of pediatric beds projected to be needed in a planning district shall be computed as follows:
1. Determine the use rate for pediatric beds for the planning district using the formula:
PBUR = (PIPD/PedPop) x 1,000
Where:
PBUR = The pediatric bed use rate for the planning district.
PIPD = The sum of total pediatric inpatient days in the planning district for the most recent three years for which inpatient days data has been reported by VHI; and
PedPop = The sum of population under 19 years of age in the planning district for the same three years used to determine PIPD as reported by a demographic program as determined by the commissioner.
2. Determine the total number of pediatric beds needed to the planning district in five years from the current year using the formula:
ProPedBed = ((PBUR x ProPedPop)/365)/0.80
Where:
ProPedBed = The projected number of pediatric beds needed in the planning district for five years from the current year.
PBUR = The pediatric bed use rate for the planning district determined in subdivision 1 of this section.
ProPedPop = The projected population under 19 years of age of the planning district five years from the current year as reported by a demographic program as determined by the commissioner.
3. Determine the number of pediatric beds needed within the planning district for the fifth planning horizon year as follows:
NewPedBed – ProPedBed – CurrentPedBed
Where:
NewPedBed = the number of new pediatric beds that can be established in a planning district, if the number is positive. If NewPedBed is a negative number, no additional pediatric beds should be authorized for the planning district.
ProPedBed = the projected number of pediatric beds needed in the planning district for five years from the current year determined in subdivision 2 of this section.
CurrentPedBed = the current inventory of licensed and authorized pediatric beds in the planning district. ] 

12VAC5-230-560. [ Renovation or modernization Need for intensive care beds ].
[ A. Applications for the renovation or modernization of medical care facilities should provide documentation that:
1. The timing of the renovation or modernization expenditure is appropriate within the life cycle of the affected building or buildings; and
2. The benefits of the proposed renovation or modernization will exceed the costs of the renovation or modernization over the life cycle of the affected building or buildings to be renovated or modernized.
B. Such documentation should include a history of the affected building or buildings, including a chronology of major renovation and modernization expenses.
C. Applications for the general renovation or modernization of medical care facilities should include downsizing of beds or other service capacity when such capacity has not operated at a reasonable level of efficiency as identified in the relevant sections of this chapter during the most recent three-year period.
The projected need for intensive care beds in a planning district shall be computed as follows:
1. Determine the use rate for ICU beds for the planning district using the formula:
ICUBUR = (ICUPD/Pop) x 1,000
Where:
ICUBUR = The ICU bed use rate for the planning district.
ICUPD = The sum of total ICU inpatient days in the planning district for the most recent three years for which inpatient day data has been reported by VHI; and
Pop = The sum of population greater than 18 years of age in the planning district for the same three years used to determine ICUPD as reported by a demographic program as determined by the commissioner.
2. Determine the total number of ICU beds needed for the planning district, including bed availability for unscheduled admissions, five years from the current year using the formula:
ProICUBed = ((ICUBUR x ProPop)/365)/0.65
Where:
ProICUBed = The projected number of ICU beds needed in the planning district for five years from the current year;
ICUBUR = The ICU bed use rate for the planning district as determine in subdivision 1 of this section;
ProPop = The projected population greater than 18 years of age of the planning district five years from the current year as reported by a demographic program as determined by the commissioner.
3. Determine the number of ICU beds that may be established or relocated within the planning district for the fifth planning horizon planning year as follows:
NewICUB = ProICUBed – CurrentICUBed
Where:
NewICUBed = The number of new ICU beds that can be established in a planning district, if the number is positive.  If NewICUBed is a negative number, no additional ICU beds should be authorized for the planning district.
ProICUBed = The projected number of ICU beds needed in the planning district for five years from the current year as determined in subdivision 2 of this section.
CurrentICUBed = The current inventory of licensed and authorized ICU beds in the planning district. ] 

12VAC5-230-570. [ Equipment Expansion or relocation of services ].
[ Applications for the purchase and installation of equipment by medical care facilities that are not addressed elsewhere in this chapter should document that the equipment is needed. Such documentation should clearly indicate that the (i) proposed equipment is needed to maintain the current level of service provided, or (ii) benefits of the change in service resulting from the new equipment exceed the costs of purchasing or leasing and operating the equipment over its useful life. 
A. Proposals to relocate beds to a location not contiguous to the existing site should be approved only when:
1. Off-site replacement is necessary to correct life safety or building code deficiencies;
2. The population currently served by the beds to be moved will have reasonable access to the beds at the new site, or to neighboring inpatient facilities;
3. The number of beds to be moved off-site is taken out of service at the existing facility;
4. The off-site replacement of beds results in:
a. A decrease in the licensed bed capacity;
b. A substantial cost savings, cost avoidance, or consolidation of underutilized facilities; or
c. Generally improved operating efficiency in the applicant’s facility or facilities; and
5. The relocation results in improved distribution of existing resources to meet community needs.
B. Proposals to relocate beds within a planning district where underutilized beds are within 30 minutes driving time one way under normal conditions of the site of the proposed relocation should be approved only when the applicant can demonstrate that the proposed relocation will not materially harm existing providers. ]

[ Part XI
Medical Rehabilitation ]

12VAC5-230-580. [ Accessibility Long-term acute care hospitals (LTACHs) ].
[ Comprehensive inpatient rehabilitation services should be available within 60 minutes driving time one way, under normal conditions, of 95% of the population of the planning region.
A. LTACHs will not be considered as a separate category for planning or licensing purposes. All LTACH beds remain part of the inventory of inpatient hospital beds.
B. A LTACH shall only be approved if an existing hospital converts existing medical/surgical beds to LTACH beds or if there is an identified need for LTACH beds within a planning district. New LTACH beds that would result in an increase in total licensed beds above 165% of the average daily census for the planning district will not be approved. Excess inpatient beds within an applicant’s existing acute care facilities must be converted to fill any unmet need for additional LTACH beds.
C. If an existing or host hospital converts existing beds for use as LTACH beds, those beds must be delicensed from the bed inventory of the existing hospital. If the LTACH ceases to exist, terminates its services, or does not offer services for a period of 12 months within its first year of operation, the beds delicensed by the host hospital to establish the LTACH shall revert back to that host hospital.
If the LTACH ceases operation in subsequent years of operation, the host hospital may reacquire the LTACH beds by obtaining a COPN, provided the beds are to be used exclusively for their original intended purpose and the application meets all other applicable project delivery requirements. Such an application shall not be subject to the standard batch review cycle and shall be processed as allowed under Part VI (12VAC5-220-280 et seq.) of the Virginia Medical Care Facilities Certificate of Public Need Rules and Regulations.
D. The application shall delineate the service area for the LTACH by documenting the expected areas from which it is expected to draw patients.
E. A LTACH shall be established for 10 or more beds.
F. A LTACH shall become certified by the Centers for Medicare and Medicaid Services (CMS) as a long-term acute care hospital and shall not convert to a hospital for patients needing a length of stay of less than 25 days without obtaining a certificate of public need.
1. If the LTACH fails to meet the CMS requirements as a LTACH within 12 months after beginning operation, it may apply for a six-month extension of its COPN.
2. If the LTACH fails to meet the CMS requirements as a LTACH within the extension period, then the COPN granted pursuant to this section shall expire automatically. ] 

12VAC5-230-590. [ Availability Staffing ] .
[ A. The number of comprehensive and specialized rehabilitation beds needed in a health planning region will be projected as follows:
((UR x PROJ. POP.)/365)/.90
Where UR = the use rate expressed as rehabilitation patient days per population in the health planning region as reported in the most recent "Industry Report for Virginia Hospitals and Nursing Facilities" published by Virginia Health Information; and 
PROJ.POP. = the most recent projected population of the health planning region three years from the current year as published by the Virginia Employment Commission. 
B. No additional rehabilitation beds should be authorized for a health planning region in which existing rehabilitation beds were utilized at an average annual occupancy of less than 90% in the most recently reported year. 
Preference will be given to the development of needed rehabilitation beds through the conversion of underutilized medical/surgical beds.
C. Notwithstanding subsection A of this section, the need for proposed inpatient rehabilitation beds will be given consideration when:
1. The rehabilitation specialty proposed is not currently offered in the health planning region; and
2. A documented basis for recognizing a need for the service or beds is provided by the applicant.
Inpatient services should be under the direction or supervision of one or more qualified physicians. ] 

[ Part VII 
Nursing Facilities ]

12VAC5-230-600. [ Staffing Travel time ].
[ Medical rehabilitation facilities should have full-time medical direction by a physiatrist or other physician with a minimum of two years experience in the proposed specialized inpatient medical rehabilitation program.
A. Nursing facility beds should be accessible within 30 minutes driving time one way under normal conditions to 95% of the population in a planning district.
B. Nursing facilities should be accessible by public transportation when such systems exist in an area.
C. Consideration will be given to proposals that improve geographic access and reduce travel time to nursing facilities within a planning district. ]

[ Part XII
Mental Health Services
Article 1
Psychiatric and Substance Abuse Disorder Treatment Services ]

12VAC5-230-610. [ Accessibility Need for new service ].
[ A. Acute psychiatric, acute substance abuse disorder treatment services, and intermediate care substance abuse disorder treatment services should be available within 60 minutes driving time one way, under normal conditions, of 95% of the population.
B. Existing and proposed acute psychiatric, acute substance abuse disorder treatment, and intermediate care substance abuse disorder treatment service providers shall have established plans for the provision of services to indigent patients which include, at a minimum: (i) the minimum number of unreimbursed patient days to be provided to indigent patients who are not Medicaid recipients; (ii) the minimum number of Medicaid-reimbursed patient days to be provided, unless the existing or proposed facility is ineligible for Medicaid participation; (iii) the minimum number of unreimbursed patient days to be provided to local community services boards; and (iv) a description of the methods to be utilized in implementing the indigent patient service plan and assuring the provision of the projected levels of unreimbursed and Medicaid-reimbursed patient days.
C. Proposed acute psychiatric, acute substance abuse disorder treatment, and intermediate care substance abuse disorder treatment service providers shall have formal agreements with their identified community services boards that: (i) specify the number of charity care patient days that will be provided to the community service board; (ii) describe the mechanisms to monitor compliance with charity care provisions; (iii) provide for effective discharge planning for all patients, including return to the patients place of origin or home state if not Virginia; and (iv) consider admission priorities based on relative medical necessity.
D. Providers of acute psychiatric, acute substance abuse disorder treatment, and intermediate care substance abuse disorder treatment services serving large geographic areas should establish satellite outpatient facilities to improve patient access, where appropriate and feasible.
A. A planning district should be considered to have a need for additional nursing facility beds when: 
1. The bed need forecast exceeds the current inventory of beds for the planning district; and 
2. The average annual occupancy of all existing and authorized Medicaid-certified nursing facility beds in the planning district was at least 93%, excluding the bed inventory and utilization of the Virginia Veterans Care Centers.
Exception: When there are facilities that have been in operation less than three years in the planning district, their occupancy can be excluded from the calculation of average occupancy if the facilities has an annual occupancy of at least 93% in one of its first three years of operation.
B. No planning district should be considered in need of additional beds if there are unconstructed beds designated as Medicaid-certified. This presumption of ‘no need’ for additional beds extends for three years or the date on the certificate, whichever is longer, for the unconstructed beds. 
C. The bed need forecast will be computed as follows:
PDBN = (UR64 x PP64) + (UR69 x PP69) + (UR74 x PP74) + (UR79 x PP79) + (UR84 x PP84) + (UR85 x PP85) 
Where:
PDBN = Planning district bed need.
UR64 = The nursing home bed use rate of the population aged 0 to 64 in the planning district as determined in the most recent nursing home patient origin study authorized by VHI.
PP64 = The population aged 0 to 64 projected for the planning district three years from the current year as most recently published by a demographic program as determined by the commissioner.
UR69 = The nursing home bed use rate of the population aged 65 to 69 in the planning district as determined in the most recent nursing home patient origin study authorized by VHI.
PP69 = The population aged 65 to 69 projected for the planning district three years from the current year as most recently published by the a demographic program as determined by the commissioner.
UR74 = The nursing home bed use rate of the population aged 70 to 74 in the planning district as determined in the most recent nursing home patient origin study authorized by VHI.
PP74 = The population aged 70 to 74 projected for the planning district three years from the current year as most recently published by a demographic program as determined by the commissioner.
UR79 = The nursing home bed use rate of the population aged 75 to 79 in the planning district as determined in the most recent nursing home patient origin study authorized by VHI.
PP79 = The population aged 75 to 79 projected for the planning district three years from the current year as most recently published by a demographic program as determined by the commissioner.
UR84 = The nursing home bed use rate of the population aged 80 to 84 in the planning district as determined in the most recent nursing home patient origin study authorized by VHI.
PP84 = The population aged 80 to 84 projected for the planning district three years from the current year as most recently published by a demographic program as determined by the commissioner. 
UR85+ = The nursing home bed use rate of the population aged 85 and older in the planning district as determined in the most recent nursing home patient origin study authorized by VHI.
PP85+ = The population aged 85 and older projected for the planning district three years from the current year as most recently published by a demographic program as determined by the commissioner. 
Planning district bed need forecasts will be rounded as follows: 
	Planning District Bed Need
	Rounded Bed Need

	1-29
	0

	30-44
	30

	45-84
	60

	85-104
	90

	105-134
	120

	135-164
	150

	165-194
	180

	195-224
	210

	225+
	240


Exception: When a planning district has: 
1. Two or more nursing facilities;
2. Had an average annual occupancy rate in excess of 93% for the most recent two years for which bed utilization has been reported to VHI; and 
3. Has a forecasted bed need of 15 to 29 beds, then the bed need for this planning district will be rounded to 30.
D. No new freestanding nursing facilities of less than 90 beds should be authorized. However, consideration may be given to a new freestanding facility with fewer than 90 nursing facility beds when the applicant can demonstrate that such a facility is justified based on a locality’s preference for such smaller facility and there is a documented poor distribution of nursing facility beds within the planning district.
E. When evaluating the cost of a project, consideration may be given to projects that use the current methodology as determined by the Department of Medical Assistance Services.
F. Consideration may be given to proposals to replace outdated and functionally obsolete facilities with modern facilities that result in the more cost-efficient resident services in a more aesthetically pleasing and comfortable environment. ]

12VAC5-230-620. [ Availability Expansion of services ].
[ A. The combined number of acute psychiatric and acute substance abuse disorder treatment beds needed in a planning district with existing acute psychiatric or acute substance abuse disorder treatment beds or both will be determined as follows: 
((UR x PROJ.POP.)/365)/.75
Where UR = the use rate of the planning district expressed as the average acute psychiatric and acute substance abuse disorder treatment patient days per population reported for the most recent five-year period; and
PROJ.POP. = the projected population of the planning district five years from the current year as reported in the most recent published projections of the Virginia Employment Commission.
For purposes of this methodology, no beds shall be included in the inventory of psychiatric or substance abuse disorder beds when these beds (i) are in facilities operated by the Department of Mental Health, Mental Retardation and Substance Abuse Services; (ii) have been converted to other uses; (iii) have been vacant for six months or more; or (iv) are not currently staffed and cannot be staffed for acute psychiatric or substance abuse disorder patient admissions within 24 hours.
B. Subject to the provisions of 12VAC5-230-80, no additional acute psychiatric or acute substance abuse disorder treatment beds should be authorized for a planning district with existing acute psychiatric or acute substance abuse disorder treatment beds or both if the existing inventory of such beds is greater than the need identified using the above methodology.
However, consideration will be given to the addition of acute psychiatric or acute substance abuse disorder beds by existing medical care facilities in planning districts with an excess supply of beds when such additions can be justified on the basis of facility-specific utilization or geographic remoteness, i.e., driving time of 60 minutes or more, one way under normal conditions, to alternate acute care facilities.  If the facility with the institutional need for beds is part of a hospital network, underutilized beds at the other facilities within the network should be relocated to the facility with the institutional need if possible.
C. No existing acute psychiatric or acute substance disorder abuse treatment beds should be relocated unless it can be reasonably projected that the relocation will not have a negative impact on the ability of existing acute psychiatric or substance abuse disorder treatment providers or both to continue to provide historic levels of service to Medicaid or other indigent patients.
D. The combined number of acute psychiatric and acute substance abuse disorder treatment beds needed in a planning district without existing acute psychiatric or acute substance abuse disorder treatment beds will be determined as follows:
((UR x PROJ.POP.)/365)/.80
Where UR = the use rate of the health planning region in which the planning district is located expressed as the average acute psychiatric and acute substance abuse disorder treatment patient days per population reported for the most recent five-year period;
PROJ.POP. = the projected population of the planning district five years from the current year as reported in the most recent published projections of the Virginia Employment Commission.
E. Preference will be given to the development of needed acute psychiatric and intermediate substance abuse disorder treatment beds through the conversion of unused general hospital beds. Preference will also be given to proposals for acute psychiatric and substance abuse beds demonstrating a willingness to accept persons under temporary detention orders (TDO) and to have contractual agreements to serve populations served by Community Services Boards, whether through conversion of underutilized general hospital beds or development of new beds.
F. The number of intermediate care substance disorder abuse treatment beds needed in a planning district with existing intermediate care substance abuse disorder treatment beds will be determined as follows: 
((UR x PROJ.POP.)/365)/.75
Where UR = the use rate of the planning district expressed as the average intermediate care substance abuse disorder treatment patient days per population reported for the most recent three-year period; and
PROJ.POP. = the projected population of the planning district three years from the current year as reported in the most recent published projections of the Virginia Employment Commission.
G. Subject to the provisions of 12VAC5-230-80, no additional intermediate care substance abuse disorder treatment beds should be authorized for a planning district with existing intermediate care substance abuse disorder treatment beds if the existing inventory of such beds is greater than the need identified. No beds in facilities operated by DMHMRSAS will be included in the inventory of intermediate care substance abuse disorder beds.
However, consideration will be given to the addition of intermediate care substance abuse disorder treatment beds by existing medical care facilities in planning districts with an excess supply of beds when such addition can be justified on the basis of facility-specific utilization or geographic remoteness, i.e., driving time of 60 minutes or more one way under normal conditions, to alternate acute care facilities. If the facility with the institutional need for beds is part of a hospital network, underutilized beds at the other facilities within the network should be relocated to the facility with the institutional need if possible.
H. No existing intermediate care substance abuse disorder treatment beds should be relocated from one site to another unless it can be reasonably projected that the relocation will not have a negative impact on the ability of existing intermediate care substance abuse disorder treatment providers to continue to provide historic levels of service to indigent patients.
I. The number of intermediate care substance abuse disorder treatment beds needed in a planning district without existing intermediate care substance abuse disorder treatment beds will be determined as follows:
((UR x PROJ.POP.)/365)/.75
Where UR = the use rate of the health planning region in which the planning district is located expressed as the average intermediate care substance abuse disorder treatment patient days per population reported for the most recent three-year period;
PROJ.POP. = the projected population of the planning district three years from the current year as reported in the most recent published projections of the Virginia Employment Commission.
J. Preference will be given to the development of needed intermediate care substance abuse disorder treatment beds through the conversion of underutilized general hospital beds.
Proposals to increase existing nursing facility bed capacity should not be approved unless the facility has operated for at least two years and the average annual occupancy of the facility’s existing beds was at least 93% in the relevant reporting period as reported to VHI.
Note: Exceptions will be considered for facilities that operated at less than 93% average annual occupancy in the most recent year for which bed utilization has been reported when the facility has a rehabilitative or other specialized care program causing a short average length of stay resulting in an average annual occupancy lower than 93% for the facility. ]

[ Article 2
Mental Retardation ]

12VAC5-230-630. [ Availability Continuing care retirement communities ].
[ The establishment of new ICF/MR facilities should not be authorized unless the following conditions are met:
1. Alternatives to the proposed service are not available in the area to be served by the new facility;
2. There is a documented source of referrals for the proposed new facility;
3. The manner in which the proposed new facility fits into the continuum of care for the mentally retarded is identified;
4. There are distinct and unique geographic, socioeconomic, cultural, transportation, or other factors affecting access to care that require development of a new ICF/MR;
5. Alternatives to the development of a new ICF/MR consistent with the Medicaid waiver program have been considered and can be reasonably discounted in evaluating the need for the new facility.
6. The proposed new facility is consistent with the current DMHMRSAS Comprehensive Plan and the mental retardation service priorities for the catchment area identified in the plan;
7. Ancillary and supportive services needed for the new facility are available; and
8. Service alternatives for residents of the proposed new facility who are ready for discharge from the ICF/MR setting are available.
Proposals for the development of new nursing facilities or the expansion of existing facilities by continuing care retirement communities (CCRC) will be considered when: 
1. The total number of new or additional beds plus any existing nursing facility beds operated by the continuing care provider does not exceed 20% of the continuing care provider's total existing or planned independent living and adult care residence; 
2. The proposed beds are necessary to meet existing or reasonably anticipated obligations to provide care to present or prospective residents of the continuing care facility; and 
3. The applicant certifies that:
a. The CCRC has, or will have, a qualified resident assistance fund and that the facility will not rely on federal and state public assistance funds for reimbursement of the proposed beds; 
b. The continuing care contract or disclosure statement, as required by §38.2-4902 of the Code of Virginia, has been filed with the State Corporation Commission and that the commission has deemed the contract or disclosure statement in compliance with applicable law; and
c. Only continuing care contract holders residing in the CCRC as independent living residents or adult care residents or who is a family member of a contract holder residing in a non-nursing facility portion of the CCRC will be admitted to the nursing facility unit after the first three years of operation. ] 

12VAC5-230-640. [ Continuity; integration Staffing ].
[ Each facility should have a written transfer agreement with one or more hospitals for the transfer of emergency cases if such hospitalization becomes necessary. Nursing facilities shall be under the direction or supervision of a licensed nursing home administrator and staffed by licensed and certified nursing personnel qualified as required by law. ]

[ Part VIII 
Lithotripsy Service ]

12VAC5-230-650. [ Acceptability Travel time ].
[ Mental retardation facilities should meet all applicable licensure standards as specified in 12VAC35-105, Rules and Regulations of the Licensing of Providers of Mental Health, Mental Retardation and Substance Abuse Services. Lithotripsy services should be available within 30 minutes driving time one way under normal conditions for 95% of the population of the health planning region. ]

[ Part XIII
Perinatal Services
Article 1
Criteria and Standards for Obstetrical Services ]

12VAC5-230-660. [ Accessibility Need for new service ].
[ Obstetrical services should be located within 30 minutes driving time one way, under normal conditions, of 95% of the population in rural areas and within 30 minutes driving time one way, under normal conditions, in urban and suburban areas.
A. Consideration may be given to new renal or orthopedic lithotripsy services established at a new facility through contract with, or by lease of equipment from, an existing service provider authorized to operate in Virginia, provided the facility has referred at least two appropriate patients per week, or 100 appropriate patients annually, for the relevant reporting period to other facilities for either renal or orthopedic lithotripsy services.
B. A new renal lithotripsy service may be approved if the applicant can demonstrate that the proposed service can provide at least 750 renal lithotripsy procedures annually.
C. A new orthopedic lithotripsy service may be approved if the applicant can demonstrate that the proposed service can provide at least 500 orthopedic lithotripsy procedures annually. ]

12VAC5-230-670. [ Availability Expansion of services ].
[ A. Proposals to establish new obstetrical services in rural areas should demonstrate that obstetrical volumes within the travel times listed in 12VAC5-230-660 will not be negatively affected.
B. Proposals to establish new obstetrical services in urban and suburban areas should demonstrate that a minimum of 2,500 deliveries will be performed annually by the second year of operation and that obstetrical volumes of existing providers located within the travel times listed in 12VAC5-230-660 will not be negatively affected.
C. Applications to improve existing obstetrical services, and to reduce costs through consolidation of two obstetrical services into a larger, more efficient service will be given preference over the addition of new services or the expansion of single service providers.
A. Proposals to increase renal lithotripsy services should demonstrate that each existing unit owned or operated by that vendor or provider has provided at least 750 procedures annually at all sites served by the vendor or provider.
B. Proposals to increase orthopedic lithotripsy services should demonstrate that each existing unit owned or operated by that vendor or provider has provided at least 500 procedures annually at all sites served by the vendor or provider. ]

12VAC5-230-680. [ Continuity Adding or expanding mobile lithotripsy services ].
[ A. Perinatal service capacity should be developed and sized to provide routine newborn care to infants delivered in the associated obstetrics service, and shall have the capability to stabilize and prepare for transport those infants requiring the care of a neonatal special care services unit.
B. The application should identify the primary and secondary neonatal special care center nearest the proposed service and provide travel time one way, under normal conditions, to those centers.
A. Proposals for mobile lithotripsy services should demonstrate that, for the relevant reporting period, at least 125 procedures were performed and that the proposed mobile unit will not reduce the utilization of existing machines in the planning region.
B. Proposals to convert a mobile lithotripsy service to a fixed site lithotripsy service should demonstrate that, for the relevant reporting period, at least 430 procedures were performed and the proposed conversion will not reduce the utilization of existing providers in the planning district. ]

[ Article 2
Neonatal Special Care Services ]

12VAC5-230-690. [ Accessibility Staffing ].
[ Neonatal special care services should be located within an average of 45 minutes driving time one way, under normal conditions, in urban and suburban areas of hospitals providing general-level newborn services. Lithotripsy services should be under the direction or supervision of one or more qualified physicians. ]

[ Part IX
Organ Transplant ]

12VAC5-230-700. [ Availability Travel time ].
A. [ Existing neonatal special care units located within the travel times listed in 12VAC5-230-660 should achieve 65% average annual occupancy before new services can be added to the planning region Organ transplantation services should be accessible within two hours driving time one way under normal conditions of 95% of Virginia’s population ].
B. [ Preference will be given to the expansion of existing services rather than the creation of new services Providers of organ transplantation services should facilitate access to pre and post transplantation services needed by patients residing in rural locations be establishing part-time satellite clinics ].
12VAC5-230-710. [ Neonatal services Need for new service ].
[ The application should identify the service area, levels of service, and capacity of the current general-level newborn service hospitals to be served within the identified area.
A. There should be no more than one program for each transplantable organ in a health planning region.
B. Performance of minimum transplantation volumes as cited in 12VAC5-230-720 does not indicate a need for additional transplantation capacity or programs.
12VAC5-230-720. Transplant volumes; survival rates; service proficiency; systems operations.
A. Proposals to establish organ transplantation services should demonstrate that the minimum number of transplants would be performed annually. The minimum number transplants of required by organ system is:
	Kidney
	30

	Pancreas or kidney/pancreas
	12 

	Heart
	17

	Heart/Lung
	12

	Lung
	12

	Liver
	21

	Intestine
	2


Note: Any proposed pancreas transplant program must be a part of a kidney transplant program that has achieved a minimum volume standard of 30 cases per year for kidney transplants as well as the minimum transplant survival rates stated in subsection B of this section.
B. Applicants shall demonstrate that they will achieve and maintain at least the minimum transplant patient survival rates. Minimum one-year survival rates listed by organ system are:
	Kidney
	95%

	Pancreas or kidney/pancreas
	90%

	Heart
	85%

	Heart/Lung
	70%

	Lung
	77%

	Liver
	86%

	Intestine
	77%


12VAC5-230-730. Expansion of transplant services.
A. Proposals to increase organ transplantation services shall demonstrate at least two years successful experience with all existing organ transplantation systems at the hospital.
B. Consideration will be given to expanding successful existing services through increases in the number of organ systems being transplanted rather than developing new programs that could reduce existing program volumes.
12VAC5-230-740. Staffing.
Organ transplant services should be under the direct supervision of one or more qualified physicians.
Part X
Miscellaneous Capital Expenditures
12VAC5-230-750. Purpose.
This part of the SMFP is intended to provide general guidance in the review of projects that require COPN authorization by virtue of their expense but do not involve changes in the bed or service capacity of a medical care facility addressed elsewhere in this chapter. This part may be used in coordination with other service specific parts addressed elsewhere in this chapter.
12VAC5-230-760. Project need.
All applications involving the expenditure of $15 million or more by a medical care facility should include documentation that the expenditure is necessary in order for the facility to meet the identified medical care needs of the public it serves. Such documentation should clearly identify that the expenditure: 
1. Represents the most cost-effective approach to meeting the identified need; and 
2. The ongoing operational costs will not result in unreasonable increases in the cost of delivering the services provided. 
12VAC5-230-770. Facilities expansion.
Applications for the expansion of medical care facilities should document that the current space provided in the facility for the areas or departments proposed for expansion is inadequate. Such documentation should include: 
1. An analysis of the historical volume of work activity or other activity performed in the area or department; 
2. The projected volume of work activity or other activity to be performed in the area or department; and
3. Evidence that contemporary design guidelines for space in the relevant areas or departments, based on levels of work activity or other activity, are consistent with the proposal. 
12VAC5-230-780. Renovation or modernization.
A. Applications for the renovation or modernization of medical care facilities should provide documentation that: 
1. The timing of the renovation or modernization expenditure is appropriate within the life cycle of the affected building or buildings; and
2. The benefits of the proposed renovation or modernization will exceed the costs of the renovation or modernization over the life cycle of the affected building or buildings to be renovated or modernized.
B. Such documentation should include a history of the affected building or buildings, including a chronology of major renovation and modernization expenses.
C. Applications for the general renovation or modernization of medical care facilities should include downsizing of beds or other service capacity when such capacity has not operated at a reasonable level of efficiency as identified in the relevant sections of this chapter during the most recent five-year period.
12VAC5-230-790. Equipment.
Applications for the purchase and installation of equipment by medical care facilities that are not addressed elsewhere in this chapter should document that the equipment is needed. Such documentation should clearly indicate that the (i) proposed equipment is needed to maintain the current level of service provided, or (ii) benefits of the change in service resulting from the new equipment exceed the costs of purchasing or leasing and operating the equipment over its useful life.
Part XI
Medical Rehabilitation
12VAC5-230-800. Travel time.
Medical rehabilitation services should be available within 60 minutes driving time one way under normal conditions of 95% of the population of the planning district.
12VAC5-230-810. Need for new service.
A. The number of comprehensive and specialized rehabilitation beds shall be determined as follows: 
((UR x PROPOP)/365)/.85
Where:
UR = the use rate expressed as rehabilitation patient days per population in the planning district as reported by VHI; and 
PROPOP = the most recent projected population of the planning district five years from the current year as published by a demographic entity as determined by the commissioner. 
B. Proposals for new medical rehabilitation beds should be considered] when [the applicant can demonstrate that: 
1. The rehabilitation specialty proposed is not currently offered in the planning district; and 
2. There is a documented need for the service or beds in the planning district. 
12VAC5-230-820. Expansion of services.
No additional rehabilitation beds should be authorized for a planning district in which existing rehabilitation beds were utilized with an average annual occupancy of less than 85% in the most recently reported year.
Exception: Consideration may be given to expanding rehabilitation beds through the conversion of underutilized medical/surgical beds.
12VAC5-230-830. Staffing.
Medical rehabilitation facilities should be under the direction or supervision of one or more qualified physicians. 
Part XII
Mental Health Services 
Article 1
Acute Psychiatric and Acute Substance Abuse Disorder Treatment Services
12VAC5-230-840. Travel time.
Acute psychiatric and acute substance abuse disorder treatment services should be available within 60 minutes driving time one way under normal conditions of 95% of the population.
12VAC5-230-850. Continuity; integration.
A. Existing and proposed acute psychiatric and acute substance abuse disorder treatment providers shall have established plans for the provision of services to indigent patients that include:
1. The minimum number of unreimbursed patient days to be provided to indigent patients who are not Medicaid recipients; 
2. The minimum number of Medicaid-reimbursed patient days to be provided, unless the existing or proposed facility is ineligible for Medicaid participation; 
3. The minimum number of unreimbursed patient days to be provided to local community services boards; and 
4. A description of the methods to be utilized in implementing the indigent patient service plan and assuring the provision of the projected levels of unreimbursed and Medicaid-reimbursed patient days. 
B. Proposed acute psychiatric and acute substance abuse disorder treatment providers shall have formal agreements with the appropriate local community services boards or behavioral health authority that: 
1. Specify the number of patient days that will be provided to the community service board; 
2. Describe the mechanisms to monitor compliance with charity care provisions; 
3. Provide for effective discharge planning for all patients, including return to the patient’s place of origin or home state if not Virginia; and 
4. Consider admission priorities based on relative medical necessity.
C. Providers of acute psychiatric and acute substance abuse disorder treatment serving large geographic areas should establish satellite outpatient facilities to improve patient access where appropriate and feasible. 
12VAC5-230-860. Need for new service.
A. The combined number of acute psychiatric and acute substance abuse disorder treatment beds needed in a planning district with existing acute psychiatric or acute substance abuse disorder treatment beds or both will be determined as follows: 
((UR x PROPOP)/365)/.75
Where:
UR = the use rate of the planning district expressed as the average acute psychiatric and acute substance abuse disorder treatment patient days per population reported for the most recent five-year period; and 
PROPOP = the projected population of the planning district five years from the current year as reported in the most recent published projections by a demographic entity as determined by the Commissioner of the Department of Mental Health, Mental Retardation and Substance Abuse Services. 
For purposes of this methodology, no beds shall be included in the inventory of psychiatric or substance abuse disorder beds when these beds (i) are in facilities operated by the Department of Mental Health, Mental Retardation and Substance Abuse Services; (ii) have been converted to other uses; (iii) have been vacant for six months or more; or (iv) are not currently staffed and cannot be staffed for acute psychiatric or substance abuse disorder patient admissions within 24 hours.
B. Subject to the provisions of 12VAC5-230-70, no additional acute psychiatric or acute substance abuse disorder treatment beds should be authorized for a planning district with existing acute psychiatric or acute substance abuse disorder treatment beds or both if the existing inventory of such beds is greater than the need identified using the above methodology. 
Consideration may also be given to the addition of acute psychiatric or acute substance abuse beds dedicated for the treatment of geriatric patients in planning districts with an excess supply of beds when such additions are justified on the basis of the specialized treatment needs of geriatric patients.
C. No existing acute psychiatric or acute substance disorder abuse treatment beds should be relocated unless it can be reasonably projected that the relocation will not have a negative impact on the ability of existing acute psychiatric or substance abuse disorder treatment providers or both to continue to provide historic levels of service to Medicaid or other indigent patients.
D. The combined number of acute psychiatric and acute substance abuse disorder treatment beds needed in a planning district without existing acute psychiatric or acute substance abuse disorder treatment beds will be determined as follows: 
((UR x PROPOP)/365)/.75
Where:
UR = the use rate of the health planning region in which the planning district is located expressed as the average acute psychiatric and acute substance abuse disorder treatment patient days per population reported for the most recent five-year period; 
PROPOP = the projected population of the planning district five years from the current year as reported in the most recent published projections by a demographic entity as determined by the Commissioner of the Department of Mental Health, Mental Retardation and Substance Abuse Services. 
E. Preference will be given to the development of needed acute psychiatric beds through the conversion of unused general hospital beds. Preference will also be given to proposals for acute psychiatric and substance abuse beds demonstrating a willingness to accept persons under temporary detention orders (TDO) and that have contractual agreements to serve populations served by community services boards, whether through conversion of underutilized general hospital beds or development of new beds. 
Article 2
Mental Retardation
12VAC5-230-870. Need for new service.
The establishment of new ICF/MR facilities with more than 12 beds shall not be authorized unless the following conditions are met:
1. Alternatives to the proposed service are not available in the area to be served by the new facility;
2. There is a documented source of referrals for the proposed new facility;
3. The manner in which the proposed new facility fits into the continuum of care for the mentally retarded is identified;
4. There are distinct and unique geographic, socioeconomic, cultural, transportation, or other factors affecting access to care that require development of a new ICF/MR;
5. Alternatives to the development of a new ICF/MR consistent with the Medicaid waiver program have been considered and can be reasonably discounted in evaluating the need for the new facility;
6. The proposed new facility will have a maximum of 20 beds and is consistent with any plan of the Department of Mental Health, Mental Retardation and Substance Abuse Sservices and the mental retardation service priorities for the catchment area identified in the plan;
7. Ancillary and supportive services needed for the new facility are available; and
8. Service alternatives for residents of the proposed new facility who are ready for discharge from the ICF/MR setting are available.
12VAC5-230-880. Continuity; integration.
Each facility should have a written transfer agreement with one or more hospitals for the transfer of emergency cases if such hospitalization becomes necessary. 
12VAC5-230-890. Compliance with licensure standards.
Mental retardation facilities should meet all applicable licensure standards as specified in 12VAC35-105, Rules and Regulations for the Licensing of Providers of Mental Health, Mental Retardation and Substance Abuse Services.
Part XIII
Perinatal Services 
Article 1
Criteria and Standards for Obstetrical Services 
12VAC5-230-900. Travel time.
Obstetrical services should be located within 30 minutes driving time one way under normal conditions of 95% of the population of the planning district.
12VAC5-230-910. Need for new service.
A. No new obstetrical services should be approved unless the applicant can demonstrate that, based on the population and utilization of current services, there is a need for such services in the planning district without reducing the utilization of existing providers in the planning district. 
B. Applications to improve existing obstetrical services, and to reduce costs through consolidation of two obstetrical services into a larger, more efficient service should be given preference over establishing new services or expanding single service providers. 
12VAC5-230-920. Continuity.
A. Perinatal service capacity, including service availability for unscheduled admissions, should be developed to provide routine newborn care to infants delivered in the associated obstetrics service, and shall be able to stabilize and prepare for transport those infants requiring the care of a neonatal special care services unit.
B. The proposal shall identify the primary and secondary neonatal special care center nearest the proposed service shall provide transport one-way to those centers. 
12VAC5-230-930. Staffing.
Obstetric services should be under the direction or supervision of one or more qualified physicians.
Article 2
Neonatal Special Care Services
12VAC5-230-940. Travel time.
A. Intermediate level neonatal special care services should be located within 30 minutes driving time one way under normal conditions of hospitals providing general level new born services.
B. Specialty and subspecialty neonatal special care services should be located within 90 minutes driving time one way under normal conditions of hospitals providing general or intermediate level newborn services.
12VAC5-230-950. Need for new service.
A. No new level of neonatal service shall be offered by a hospital unless that hospital has first obtained a COPN granting approval to provide each such level of service.
B. Preference will be given to the expansion of existing services, rather than to the creation of new services.
12VAC5-230-960. Intermediate level newborn services.
A. Existing neonatal special care units providing intermediate level newborn services as designated in 12VAC5-410-443, located within 30 minutes driving time one way under normal conditions should achieve 85% average annual occupancy before new intermediate level newborn services can be added to the planning region.
B. Neonatal special care units providing intermediate level newborn services as designated in 12VAC5-410-443 should contain a minimum of six bassinets, stations or beds.
C. No more than four bassinets, stations and beds for intermediate level newborn services as designated in 12VAC5-410-443 per 1,000 live births should be established in each planning region, with a bassinet or station counting as the equivalent of one bed.
12VAC5-230-970. Specialty level newborn services.
A. Existing neonatal special care units providing specialty level newborn services as designated in 12VAC5-410-443 located within 90 minutes driving time one way under normal conditions should achieve 85% average annual occupancy before new specialty level newborn services can be added to the planning region. 
B. Neonatal special care units providing specialty level newborn services as designated in 12VAC5-410-443 should contain a minimum of 18 bassinets, stations or beds. A station shall equal one bed.
C. No more than four bassinets, stations and beds for specialty level newborn services as designated in 12VAC5-410-443 per 1,000 live births should be established in each planning region, with a bassinet or station counting as the equivalent of one bed.
D. Proposals to establish specialty level neonatal special care services as designated in 12VAC5-410-443 shall demonstrate that service volumes of existing specialty level neonatal special care providers located within the travel time listed in 12VAC5-230-940 will not be reduced.
12VAC5-230-980. Subspecialty level newborn services.
A. Existing neonatal special care units providing subspecialty level newborn services as designated in 12VAC5-410-443 located within 90 minutes driving time one way under normal conditions should achieve 85% average annual occupancy before new subspecialty level newborn services can be added to the planning region.
B. Neonatal special care units providing subspecialty level newborn services as designated in 12VAC5-410-443 should contain a minimum of 18 bassinets, stations or beds. A station shall equal one bed.
C. No more than four bassinets, stations and beds for subspecialty level newborn services as designated in 12VAC5-410-443 per 1,000 live births should be established in each planning region, with a bassinet or station counting as the equivalent of one bed.
D. Proposals to establish subspecialty level neonatal special care services as designated in 12VAC5-410-443 shall demonstrate that service volumes of existing subspecialty level neonatal special care providers located within the travel time listed in 12VAC5-230-940 will not be reduced.
12VAC5-230-990. Neonatal services.
The application shall identify the service area and the levels of service of all the hospitals to be served by the proposed service.
12VAC5-230-1000. Staffing.
All levels of neonatal special care services should be under the direction or supervision of one or more qualified physicians as described in 12VAC5-410-443. ]
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