FAST-TRACK REGULATIONS

Section 2.2-4012.1 of the Code of Virginia provides an exemption from certain provisions of the Administrative Process Act for agency regulations deemed by the Governor to be noncontroversial.  To use this process, Governor's concurrence is required and advance notice must be provided to certain legislative committees.  Fast-track regulations will become effective on the date noted in the regulatory action if no objections to using the process are filed in accordance with § 2.2-4012.1.

Fast-Track Regulations
Fast-Track Regulations

TITLE 12. HEALTH

STATE BOARD OF HEALTH

Title of Regulation:  12 VAC 5-410. Regulations for the Licensure of Hospitals in Virginia (amending 12 VAC 5-410-10).

Statutory Authority:  §§ 32.1-12 and 32.1-127 of the Code of Virginia.
Public Hearing Date:  N/A -- Public comments may be submitted until April 22, 2005.
(See Calendar of Events section

for additional information)

Effective Date:  May 9, 2005.
Agency Contact:  Rene Cabral-Daniels, Director, Office of Health Policy and Planning, Department of Health, 109 Governor Street, Richmond, VA 23219, telephone (804) 864-7425, FAX (804) 864-7440, or e-mail rene.cabraldaniels@vdh.virginia.gov.

Basis:  Section 32.1-12 of the Code of Virginia provides that the Board of Health may make, adopt, promulgate and enforce such regulations and provide for reasonable variances and exemptions therefrom as may be necessary to carry out the provisions of Title 32.1 of the Code of Virginia and other laws of the Commonwealth administered by it, the commissioner or the department.

Section 32.1-127 of the Code of Virginia provides that the regulations promulgated by the Board of Health to carry out the provisions of Article 1 (§ 32.1-123 et seq.) of Chapter 5 of Title 32.1 of the Code of Virginia, which relates to hospital and nursing home licensure and inspection, shall be in substantial conformity to the standards of health, hygiene, sanitation, construction and safety as established and recognized by medical and health care professionals and by specialists in matters of public health and safety, including health and safety standards established under provisions of Title XVIII and Title XIX of the Social Security Act, and to the provisions of Article 2 (§ 32.1-138 et seq.) of Chapter 5 of Title 32.1 of the Code of Virginia.

Following the 2000 census, the federal Office of Management and Budget (OMB) reclassified a number of rural Virginia counties as Metropolitan Statistical Areas (MSA).  The MSA reclassification was effective October 1, 2004.  The Code of Federal Regulations (CFR) has provisions for hospitals that wish to be reclassified as rural.  One of the conditions of reclassification is that the hospital be designated as a rural hospital by state law or regulation (42 CFR 412.103(a)(2)).  However, the reclassification provisions only applied to prospective payment hospitals, not to critical access hospitals (CAH).  In the “Changes to the Hospital Inpatient Prospective Payment Systems and Fiscal Year 2005 Rates; Final Rule” published in the August 11, 2004, Federal Register, the Center for Medicare and Medicaid Services (CMS) revised 42 CFR 485.610 by adding a new paragraph (b)(3) to provide special treatment for CAHs.  Under the new paragraph, a CAH that is located in a county that in FY 2004 was not part of an MSA as defined by the OMB, but as of FY 2005 was included as part of an MSA as a result of the most recent census data, would nonetheless be considered to meet the rural location requirement and could continue operating as a CAH from October 1, 2004, until the earlier of the date on which the CAH obtains a rural designation under 42 CFR 412.103(a)(2) or December 31, 2005.  The August 11 Federal Register notice also amended 42 CFR 412.103 to clarify that such a CAH is eligible for rural designation under that section.
Purpose:  The Social Security Act distinguishes between urban and rural hospitals for the purposes of reimbursement from Medicare and Medicaid and for other purposes.  "Rural" is defined at § 1886(d)(2)(D) of the Act as outside of an area designated by the Office of Management and Budget as a metropolitan statistical area (MSA).  The OMB designations are based on the U.S. Census, changes to which in 2000 created new MSA designations for a number of rural counties in Virginia.  Virginia hospitals in counties formerly classified as rural may lose federal benefits contingent on the rural designation unless they are designated as rural in state statute or regulation.
Rationale for Using Fast-Track Process:  Critical access hospitals in counties reclassified by the OMB as an MSA will lose their federal status as CAHs unless they can cite a state regulation or statute that classifies the hospital or the county as rural before December 31, 2005.  No such regulation or statute currently exists in Virginia.

Substance:  The proposed regulation will amend 12 VAC 5-410-10 to include a definition of "rural hospital" and will ensure that federal reclassification of rural areas to MSAs will not have an adverse impact on Virginia hospitals that receive federal benefits based on their rural classification.

Issues:  The primary advantage to the public is that hospitals in rural areas that have been reclassified as MSAs following the 2000 census will continue to be able to receive federal grant assistance for rural hospitals.  These grants support hospital operations and help ensure the financial viability of rural hospitals.  In regard to critical access hospitals, the primary advantage to the community will be that the hospital will not lose its CAH designation and thus will continue to receive a higher reimbursement rate from Medicare than it would if it were not a CAH.  The higher reimbursement rate will help ensure financial stability for the hospital.  The proposed regulation presents no known disadvantages to the public.

The primary advantage to the Commonwealth is the financial stability of rural hospitals that provide essential health care services to Virginians in rural and medically underserved areas of the Commonwealth.  The proposed regulation presents no known disadvantages to the Commonwealth.

Department of Planning and Budget's Economic Impact Analysis:  The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with § 2.2-4007 H of the Administrative Process Act and Executive Order Number 21 (02).  Section 2.2-4007 H 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.  The analysis presented below represents DPB's best estimate of these economic impacts.

Summary of the proposed regulation.  The proposed change will add a definition for "rural hospital" to current regulations in order to prevent some Virginia hospitals from losing their rural designation for Medicare reimbursement purposes.

Estimated economic impact.  Critical Access Hospitals (CAHs) receive cost-based Medicare reimbursements, which are higher than the prospective Medicare payments. By federal statute, CAH hospitals must be located in rural areas. Thus, the rural designation has significant revenue implications for CAH hospitals serving Medicare patients. The federal Office of Management and Budget (OMB) reclassified 19 rural Virginia counties as Metropolitan Statistical Areas, effective October 1, 2004, based on the 2000 census.  CAH Hospitals in reclassified counties currently face the possibility of losing their rural status and therefore their CAH designation if the county in which they are located is not classified as rural as of December 31, 2005. However, federal regulations (42 CFR 412.103 (a) (2)) allow these hospitals to maintain their rural designations provided they are designated as a rural hospital by state law or regulation. Originally, this federal provision applied only to prospective payment hospitals and not to critical access hospitals. In August 2004, Center for Medicare and Medicaid services revised federal regulations (42 CFR 485.610 (b) (3)) to allow the critical access hospitals as well to maintain their rural designations provided they are designated as a rural hospital by state law or regulation. The purpose of this action is to add a definition for rural hospitals so that hospitals in affected counties including critical access hospitals could maintain their rural designation and continue to receive higher cost-based Medicare reimbursements.

According to Virginia Department of Health (VDH), only one critical access hospital is currently facing the possibility of losing its rural designation as a result of the OMB reclassification. Medicare patients make up approximately 66% of the 1,085 total patients served in 2003 at this hospital. Based on 2003 data, this hospital would lose approximately 26% of its Medicare revenues or approximately $1.7 million if it were to lose its rural designation. This potential loss from Medicare payments represents approximately 12% of its total patient revenues, which is significant. 1 In fact, VDH believes that such a significant revenue loss could lead to the closure of this particular hospital. If a closure were to materialize, not only 711 Medicare patients, but also approximately 374 other patients would lose access to services offered by this hospital. Additionally, approximately 164 employment positions at this hospital would be lost. Thus, the proposed addition of the rural hospital definition is expected to produce economic benefits in terms of avoided loss of access to services and in terms of avoided loss of employment positions. These two main economic benefits could also provide other ancillary benefits such as improved productivity as a result of maintaining access to hospital services or avoided social costs as a result of maintaining employment positions. Furthermore, as Medicare is fully funded by the federal government, any loss of Medicare revenues is a net loss for the Virginia economy and is likely to result in a much larger negative impact through the economic multiplier process.

In addition to the definitive impact on one critical access hospital as discussed, the proposed change might also impact other hospitals receiving federal grants under the Small Rural Hospital Improvement Grant Program (SHIP). VDH notes that the agency responsible for administering the CAH program, the Health Resources and Services Administration (HRSA) also is responsible for administering the SHIP program. The SHIP program provides about $10,000 per SHIP hospital to be used exclusively for patient safety programs, Health Insurance Portability and Accountability Act compliance, and technical capacity development for the submission of electronic claims for prospective payment system payment. Thus, the proposed rural hospital definition could accommodate an additional 20 hospitals and allow them to continue to participate in the SHIP program. However, the possibility that the Center for Medicare and Medicaid might provide a similar option for the additional 20 hospitals is no more than a speculation at this time.

Businesses and entities affected.  The proposed change is expected to affect only one critical access hospital. However, there is chance that an additional 20 small federal grant hospitals could be affected depending on the future regulatory actions of HRSA.

Localities particularly affected.  The proposed regulations apply throughout the Commonwealth. However, the only hospital expected to be definitely affected is located in Pearisburg.

Projected impact on employment.  The proposed change will help one critical access hospital to avoid significant Medicare revenue losses and consequently could avoid its closure. The number of full time equivalent positions in this hospital was 164 in 2003. Even though some of the employees could find jobs elsewhere if the hospital were closed, the net impact on employment would be positive.

Effects on the use and value of private property.  The proposed regulations should not have an impact on the value and use of real property. There should be a positive impact on the asset value of the only hospital known to be affected as its Medicare revenues would be maintained at their current levels. In addition, there could be a positive impact on the asset value of an additional 20 Virginia small federal grant hospitals if HRSA revises its regulations as anticipated.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  VDH concurs substantially with the analysis prepared by DPB on this proposed regulation.
Summary:

The amendment adds a definition of "rural hospital" to allow hospitals in rural areas that have been reclassified by the federal Office of Management and Budget as metropolitan statistical areas following the 2000 census to continue to receive federal grant assistance for rural hospitals.

12 VAC 5-410-10. Definitions.

As used in this chapter, the words and terms shall have meanings respectively set forth unless the context clearly requires a different meaning.

"Board" means the State Board of Health.

"Chief executive officer" means a job descriptive term used to identify the individual appointed by the governing body to act in its behalf in the overall management of the hospital. Job titles may include administrator, superintendent, director, executive director, president, vice-president, and executive vice-president.

"Commissioner" means the State Health Commissioner.

"Consultant" means one who provides services or advice upon request.

"Department" means an organized section of the hospital.

"Direction" means authoritative policy or procedural guidance for the accomplishment of a function or activity.

"Facilities" means building(s), equipment, and supplies necessary for implementation of services by personnel.

"Full-time" means a 37-1/2 to 40 hour work week.

"General hospital" means institutions as defined by § 32.1-123(1) of the Code of Virginia with an organized medical staff; with permanent facilities that include inpatient beds; and with medical services, including physician services, dentist services and continuous nursing services, to provide diagnosis and treatment for patients who have a variety of medical and dental conditions which may require various types of care, such as medical, surgical, and maternity.

"Home health care department/service/program" means a formally structured organizational unit of the hospital which is designed to provide health services to patients in their place of residence and meets Part II of the regulations adopted by the board for the licensure of home health agencies in Virginia.

"Licensing agency" means the State Department of Health.

"Medical" means pertaining to or dealing with the healing art and the science of medicine.

"Nursing care unit" means an organized jurisdiction of nursing service in which nursing services are provided on a continuous basis.

"Nursing home" means an institution or any identifiable component of any institution as defined by § 32.1-123(2) of the Code of Virginia with permanent facilities that include inpatient beds and whose primary function is the provision, on a continuing basis, of nursing and health related services for the treatment of patients who may require various types of long term care, such as skilled care and intermediate care.

"Nursing services" means patient care services pertaining to the curative, palliative, restorative, or preventive aspects of nursing that are prepared or supervised by a registered nurse.

"Office" means the Office of Health Facilities Regulation of the Department of Health.

"Organized" means administratively and functionally structured.

"Organized medical staff" means a formal organization of physicians and dentists with the delegated responsibility and authority to maintain proper standards of medical care and to plan for continued betterment of that care.

"Outpatient hospital" means institutions as defined by § 32.1-123(1) of the Code of Virginia which primarily provide facilities for the performance of surgical procedures on outpatients. Such patients may require treatment in a medical environment exceeding the normal capability found in a physician's office, but do not require inpatient hospitalization. Outpatient abortion clinics are deemed a category of outpatient hospitals.

"Ownership/person" means any individual, partnership, association, trust, corporation, municipality, county, governmental agency, or any other legal or commercial entity which owns or controls the physical facilities and/or manages or operates a hospital.
"Rural hospital" means any general hospital in a county classified by the federal Office of Management and Budget (OMB) as rural, any hospital designated as a critical access hospital, any general hospital that is eligible to receive funds under the federal Small Rural Hospital Improvement Grant Program, or any general hospital that notifies the commissioner of its desire to retain its rural status when that hospital is in a county reclassified by the OMB as a metropolitan statistical area as of June 6, 2003.

"Service" means a functional division of the hospital. Also used to indicate the delivery of care.

"Special hospital" means institutions as defined by § 32.1-123(1) of the Code of Virginia which provide care for a specialized group of patients or limit admissions to provide diagnosis and treatment for patients who have specific conditions (e.g., tuberculosis, orthopedic, pediatric, maternity).

"Special care unit" means an appropriately equipped area of the hospital where there is a concentration of physicians, nurses, and others who have special skills and experience to provide optimal medical care for patients assigned to the unit.

"Staff privileges" means authority to render medical care in the granting institution within well-defined limits, based on the individual's professional license and the individual's experience, competence, ability and judgment.

"Unit" means a functional division or facility of the hospital.

VA.R. Doc. No. R05-115; Filed January 27, 2005, 1:51 p.m.

1 This estimate is calculated based on the net patient revenue information provided by Virginia Health Information.
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