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TITLE 12. HEALTH

STATE BOARD OF HEALTH

Final Regulation

REGISTRAR'S NOTICE: The State Board of Health is claiming an exemption from the Administrative Process Act in accordance with (i) § 2.2-4006 A 4 a of the Code of Virginia, which excludes regulations that are necessary to conform to changes in Virginia statutory law where no agency discretion is involved, and (ii) § 2.2-4006 A 3 of the Code of Virginia, which excludes regulations that consist only of changes in style or form or corrections of technical errors.  The State Board of Health will receive, consider and respond to petitions by any interested person at any time with respect to reconsideration or revision.

Title of Regulation:  12 VAC 5-410. Regulations for the Licensure of Hospitals in Virginia (amending 12 VAC 5-410-10, 12 VAC 5-410-30, 12 VAC 5-410-70, 12 VAC 5-410-80, 12 VAC 5-410-100, 12 VAC 5-410-110, 12 VAC 5-410-130, 12 VAC 5-410-140, 12 VAC 5-410-150, 12 VAC 5-410-180, 12 VAC 5-410-210, 12 VAC 5-410-220, 12 VAC 5-410-270, 12 VAC 5-410-442, 12 VAC 5-410-445, 12 VAC 5-410-650, 12 VAC 5-410-720, 12 VAC 5-410-760, 12 VAC 5-410-1150, 12 VAC 5-410-1170, 12 VAC 5-410-1350 and 12 VAC 5-410-1380).

Statutory Authority:  §§ 32.1-12 and 32.1-127 of the Code of Virginia.

Effective Date:  March 1, 2007.

Agency Contact:  Carrie Eddy, Senior Policy Analyst, Office of Licensure and Certification, Department of Health, 3600 West Broad Street, Suite 216, Richmond, VA 23230, telephone (804) 367-2157, FAX (804) 367-2149, or email carrie.eddy@vdh.virginia.gov.

Summary:  

Chapters 177 and 222 of the 2005 Acts of Assembly require that the physical plant standards for hospitals be consistent with the current edition of the "Guidelines for Design and Construction of Health Care Facilities" of the American Institute of Architects (AIA). The AIA amended its standards effective July 2006; therefore, the department is amending 12 VAC 5-410, Regulations for the Licensure of Hospitals in Virginia, to reflect this change.

The amendments also update the names of two entities: (i) the Center for Quality Health Care Services and Consumer Protection is now the Office of Licensure and Certification (OLC), and (ii) the Health Care Financing Administration is now the Centers for Medicare and Medicaid Services (CMS). The amendments conform references to "licensing agency," "office," and "center" to the new licensing entity, OLC.

12 VAC 5-410-10. Definitions.

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

"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 that 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 that is designed to provide health services to patients in their place of residence and meets Part II (12 VAC 5-381-150 et seq.) of the regulations adopted by the board for the licensure of home health agencies care organizations 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 of Licensure and Certification" or "OLC" means the Office of Health Facilities Regulation Licensure and Certification of the Virginia 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 that 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 that 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 that 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. 

12 VAC 5-410-30. Allowable variances.

A. Upon the finding that the enforcement of one or more of these regulations would be clearly impractical, the commissioner shall have the authority to waive, either temporarily or permanently, the enforcement of one or more of these regulations, provided safety and patient care and services are not adversely affected. 

B. Modification of any individual standard herein, for experimental or demonstrative purposes, or any other purposes, shall require advance written approval from the licensing agency OLC.

12 VAC 5-410-70. Request for issuance.

A. Hospital licenses shall be issued by the commissioner, but all requests for licensing shall be submitted initially to the center OLC. The procedure for obtaining the license shall include the following steps: 

1. Request for application forms shall be made in writing to the office OLC; 

2. Application for license or license renewal to establish or maintain a hospital shall be made and submitted to the office OLC; 

3. All categories of inpatient beds shall be included on the hospital application for licensure in order for the licensing agency OLC to have an accurate and complete record of the total bed capacity of the facility; 

4. Application for initial license, change in license, or license renewal shall be accompanied by a check or money order for the service charge, payable to the licensing agency OLC; and

5. Application for initial license of a hospital or for additions to an existing licensed hospital must be accompanied by evidence of approval from a representative of the State Fire Marshal and a copy of the occupancy permit issued by the local building official. 

6. Application for initial license of a hospital shall include a statement of any agreement made with the commissioner as a condition for Certificate of Public Need approval to provide a level of care at a reduced rate to indigents or accept patients requiring specialized care. 

Any initial license issued to any hospital that made such agreement as a condition of its Certificate of Public Need approval shall not be renewed without demonstrating prior to or at the time of applying for license renewal that it is substantially complying with its agreement. 

B. The renewal of a hospital license shall be conditioned upon the up-to-date payment of any civil penalties owed as a result of willful refusal, failure, or neglect to honor certain conditions established in their award of a Certificate of Public Need pursuant to § 32.1-102.4 F of the Code of Virginia. 

12 VAC 5-410-80. Service charge.

A. In accordance with § 32.1-130 of the Code of Virginia, the following service charge shall be made: 

0 to 50 beds - $75 

51 to 333 beds - $1.50 per bed 

334 or more - $500 

B. The hospital shall not be required to pay a service charge on hospital beds in a category which that requires separate license by this licensing agency the OLC or another state agency (i.e., psychiatric, nursing home).

12 VAC 5-410-100. Name.

Every hospital shall be designated by a permanent and appropriate name which shall appear on the application for license. Any change of name shall be reported to the licensing agency OLC within 30 days. 

12 VAC 5-410-110. Bed capacity.

A. Each license issued by the commissioner shall specify the maximum allowable number of beds. The number of beds allowed shall be determined by the office OLC and shall so appear on the license issued by the licensing agency OLC.

B. Request for licensed bed increase or decrease shall be made in writing to the office OLC. No increase will be granted without an approved Certificate of Public Need. 

12 VAC 5-410-130. Return of license.

The licensing agency OLC shall be notified in writing at least within 30 working days in advance of any proposed change in location or ownership of the facility. A license shall not be transferred from one owner to another or from one location to another. The license issued by the commissioner shall be returned to the office OLC for correction or reissuance when any of the following changes occur during the licensing year: 

1. Revocation; 

2. Change of location; 

3. Change of ownership; 

4. Change of name; 

5. Change of bed capacity; or 

6. Voluntary closure. 

12 VAC 5-410-140. Inspection procedure.

A. The licensing agency OLC may presume that a hospital accredited by the Joint Commission on Accreditation of Healthcare Organizations (JCAHO) and certified for participation in Title XVIII of the Social Security Act (Medicare) generally meets the requirements of Part II (12 VAC 5-410-170 et seq.) of this chapter provided the following conditions are met: 

1. The hospital provides to the licensing agency OLC, upon request, a copy of the most current accreditation survey findings made by the Joint Commission on Accreditation of Healthcare Organizations; and 

2. The hospital notifies the licensing agency OLC within 10 days after receipt of any notice of revocation or denial of accreditation by the Joint Commission on Accreditation of Healthcare Organizations. 

B. The licensing agency OLC may presume that a unit or part of a hospital licensed or certified by another state agency, or another section, bureau or division of the licensing agency OLC meets the requirements of Part II of this chapter for that specific unit or part provided the following conditions are met: 

1. The hospital provides the licensing agency OLC, upon request, a copy of the most current inspection report made by the other state agency; and 

2. The hospital notifies the licensing agency OLC within 10 days after receipt of any notice of revocation or suspension by the other state agency. 

C. Notwithstanding any other provision of this chapter to the contrary, if the licensing agency finds, after inspection, violations pertaining to environmental health or life safety, the hospital shall receive a written licensing report of such findings. The hospital shall be required to submit a plan of correction in accordance with provisions of 12 VAC 5-410-150. 

12 VAC 5-410-150. Plan of correction.

A. Upon receipt of a written licensing report each hospital shall prepare a plan for correcting any licensing violations cited at the time of inspection. The plan of correction shall be to the office OLC within the specified time limit set forth in the licensing report. The plan of correction shall contain at least the following information: 

1. The methods implemented to correct any violations of this chapter; and 

2. The date on which such corrections are expected to be completed. 

B. The licensing agency OLC shall notify the hospital, in writing, whenever any item in the plan of correction is determined to be unacceptable. 

12 VAC 5-410-180. Governing body.

A. Each hospital shall have an organized governing body or other legal entity responsible for the management and control of the operation. 

The governing body or other legal entity may be an individual, group, corporation or governmental agency. 

B. The governing body shall be responsible for insuring compliance with these rules and regulations. 

C. The governing body shall provide facilities, personnel and other resources necessary to meet patient and program needs. 

D. The governing body shall adopt and maintain written bylaws, rules and regulations in accordance with legal requirements. A copy of said bylaws, rules and regulations including amendments or revisions thereto, shall be made available to the licensing agency OLC on request.

E. The bylaws, rules and regulations shall include: 

1. A statement of purpose; 

2. A statement of qualifications for membership and method of selecting members of the governing body; 

3. Provisions for the establishment, selection, term of office of committee members and officers; 

4. Description of the functions and duties of the governing body, officers, and committees; 

5. Specifications for the frequency of meetings, attendance requirements, provision for the order of business and the maintenance of written minutes; 

6. A statement of the authority and responsibility delegated to the chief executive officer and to the medical staff; 

7. Provision for the selection and appointment of medical staff and the granting of clinical privileges including the provision for current license to practice in Virginia. 

8. Provision for the adoption of the medical staff bylaws, rules and regulations; 

9. Provision of guidelines for the relationships among the governing body, the chief executive officers, and the medical staff. 

10. A policy statement concerning the development and implementation of short- and long-range plans in accordance with Part III (12 VAC 5-410-650 et seq.) of this chapter. 

11. A policy statement relating to conflict of interest on the part of members of the governing body, medical staff and employees who may influence corporate decisions. 

12 VAC 5-410-210. Medical staff.

A. Each hospital shall have an organized medical staff responsible to the governing body of the hospital for its own organized governance and all medical care provided to patients. 

B. The medical staff shall be responsible to the hospital governing board, and maintain appropriate standards of professional performance through staff appointment criteria, delineation of staff privileges, continuing peer review and other appropriate mechanisms. 

C. The medical staff, subject to approval by the governing body, shall develop bylaws incorporating details of the medical staff organization and governance, giving effect to its general powers, duties, and responsibilities including: 

1. Methods of selection, election, or appointment of all officers and other executive committee members and officers; 

2. Provisions for the selection and appointment of officers of departments or services specifying required qualifications; 

3. The type, purpose, composition and organization of standing committees; 

4. Frequency and requirements for attendance at staff and departmental meetings; 

5. An appeal mechanism for denial, revocation, or limitation of staff appointments, reappointments and privileges; 

6. Delineation of clinical privileges in accordance with the requirements of § 32.1-134.2 of the Code of Virginia; 

7. Requirements regarding medical records; 

8. A mechanism for utilization and medical care review; and 

9. Such other provisions as shall be required by hospital or governmental rules and regulations. 

D. A copy of approved medical staff bylaws and regulations and revisions thereto, shall be made available to the licensing agency OLC on request.

12 VAC 5-410-220. Organ donation.

A. The hospital shall develop and implement a routine contact protocol for organ, tissue and eye donation in compliance with federal law and the regulations of the Health Care Financing Administration (HCFA) Centers for Medicare and Medicaid Services (CMS), particularly 42 CFR 482.45.

B. The protocol shall: 

1. Ensure that the hospital collaborates with its designated organ procurement organization (OPO) to inform the family of each potential donor of the option of organ, tissue, and eye donation as well as the option to decline to donate; 

2. Recite provisions of § 32.1-290.1 of the Code of Virginia specifying family members who are authorized to make an anatomical gift of all or part of the decedent's body for an authorized purpose and the order of priority of those family members who may make such gift; and 

3. Include written procedures for organ, tissue, and eye donation. The procedures shall include: 

a. Training of staff in organ, tissue, or eye donation; 

b. A mechanism for informing the next of kin of the organ, tissue, and eye donation option; 

c. Procedures to be employed when the hospital, consistent with the authority granted by § 32.1-292.1 of the Code of Virginia, deems it appropriate to conduct a reasonable search for a document of gift or other information identifying the bearer as a donor or as an individual who has refused to make an anatomical gift; 

d. Provisions for the procurement and maintenance of donated organs, tissues, and eyes; 

e. The name and telephone number of the local organ procurement agency, tissue or eye bank to be notified of potential donors; and 

f. Documentation of the donation request in the patient's medical record. 

C. The hospital shall have an agreement with an OPO certified by HCFA CMS:

1. To notify the OPO in a timely manner of all deaths or imminent deaths of patients in the hospital; and 

2. Authorizing the OPO to determine the suitability of the decedent or patient for organ donation and the suitability for tissue and eye donation in the absence of a similar arrangement with any eye bank or tissue bank in Virginia certified by the Eye Bank Association of America or the American Association of Tissue Banks. 

D. The hospital shall have an agreement with at least one tissue bank and at least one eye bank to cooperate in the retrieval, processing, preservation, storage, and distribution of tissues and eyes to ensure that all usable tissues and eyes are obtained from potential donors and to avoid interference with organ procurement. 

E. The individual making contact with the family shall have completed a course in the methodology for approaching potential donor families and requesting organ or tissue donation that: 

1. Is offered or approved by the OPO and designed in conjunction with the tissue and eye bank community; and 

2. Encourages discretion and sensitivity according to the specific circumstances, views, and beliefs of the relevant family. 

F. The hospital shall work cooperatively with its designated OPO in educating its staff on: 

1. Donation issues; 

2. The proper review of death records to improve identification of potential donors; and 

3. The proper procedures for maintaining potential donors while necessary testing and placement of potential donated organs, tissues, and eyes take place. 

G. The protocol shall be followed, without exception, unless the family of the relevant decedent or patient expresses opposition to organ donation, the chief administrative officer of the hospital or his designee knows of such opposition, and no donor card or other relevant document, such as an advance directive, can be found. 

12 VAC 5-410-270. Disaster and mass casualty programs.

A. Each hospital shall develop and maintain a written disaster plan that includes provisions for complete evacuation of the facility and care of mass casualties. 

B. The plan shall provide for widespread disasters as well as for disaster occurring within the local community and hospital facility. 

C. The disaster plan shall be rehearsed at least twice a year preferably as part of a coordinated drill in which other community emergency service agencies participate. Written reports and evaluation of all drills shall be maintained for at least two years. 

D. A copy of the plan and any revision thereto shall be made available to the licensing agency OLC upon request. 

12 VAC 5-410-442. Obstetric service design and equipment criteria.

A. Renovation or construction of a hospital's obstetric unit shall be consistent with section 7.8 2.1-4 of Part 2 of the 2001 2006 Guidelines for Design and Construction of Hospital and Health Care Facilities of the American Institute of Architects. 

B. Delivery rooms, LDR/LDRP rooms, and nurseries shall be equipped to provide emergency resuscitation for mothers and infants. 

C. Equipment and supplies shall be assigned for exclusive use in the obstetric and newborn units. 

D. The same equipment and supplies required for the labor room and delivery room shall be available for use in the LDR/LDRP rooms during periods of labor, delivery, and recovery. 

E. Sterilizing equipment shall be available in the obstetric unit or in a central sterilizing department. Flash sterilizing equipment or sterile supplies and instruments shall be provided in the obstetric unit. 

F. Daily monitoring is required of the stock of necessary equipment in the labor, delivery, and recovery rooms (LDR) and labor, delivery, recovery and postpartum (LDRP) rooms and nursery. 

G. The hospital shall provide the following equipment in the labor, delivery and recovery rooms and, except where noted, in the LDR/LDRP rooms: 

1. Labor rooms. 

a. A labor or birthing bed with adjustable side rails. 

b. Adjustable lighting adequate for the examination of patients. 

c. An emergency signal and intercommunication system. 

d. A sphygmomanometer, stethoscope and fetoscope or doppler. 

e. Fetal monitoring equipment with internal and external attachments. 

f. Mechanical infusion equipment. 

g. Wall-mounted oxygen and suction outlets. 

h. Storage equipment. 

i. Sterile equipment for emergency delivery to include at least one clamp and suction bulb. 

j. Neonatal resuscitation cart. 

2. Delivery rooms. 

a. A delivery room table that allows variation in positions for delivery. This equipment is not required for the LDR/LDRP rooms. 

b. Adequate lighting for vaginal deliveries or cesarean deliveries. 

c. Sterile instruments, equipment, and supplies to include sterile uterine packs for vaginal deliveries or cesarean deliveries, episiotomies or laceration repairs, postpartum sterilizations and cesarean hysterectomies. 

d. Continuous in-wall oxygen source and suction outlets for both mother and infant. 

e. Equipment for inhalation and regional anesthesia. This equipment is not required for LDR/LDRP rooms. 

f. A heated, temperature-controlled infant examination and resuscitation unit. 

g. An emergency call system. 

h. Plastic pharyngeal airways, adult and newborn sizes. 

i. Laryngoscope and endotracheal tubes, adult and newborn sizes. 

j. A self-inflating bag with manometer and adult and newborn masks that can deliver 100% oxygen. 

k. Separate cardiopulmonary crash carts for mothers and infants. 

l. Sphygmomanometer. 

m. Cardiac monitor. This equipment is not required for the LDR/LDRP rooms. 

n. Gavage tubes. 

o. Umbilical vessel catheterization trays. This equipment is not required for LDR/LDRP rooms. 

p. Equipment that provides a source of continuous suction for aspiration of the pharynx and stomach. 

q. Stethoscope. 

r. Fetoscope. 

s. Intravenous solutions and equipment. 

t. Wall clock with a second hand. 

u. Heated bassinets equipped with oxygen and transport incubator. 

v. Neonatal resuscitation cart. 

3. Recovery rooms. 

a. Beds with side rails. 

b. Adequate lighting. 

c. Bedside stands, overbed tables, or fixed shelving. 

d. An emergency call signal. 

e. Equipment necessary for a complete physical examination. 

f. Accessible oxygen and suction equipment. 

12 VAC 5-410-445. Newborn service design and equipment criteria.

A. Construction and renovation of a hospital's nursery shall be consistent with section 7.4 2.1-3.6 of Part 2 of the 2001 2006 Guidelines for Design and Construction of Hospital and Health Care Facilities of the American Institute of Architects. Hospitals with higher-level nurseries shall comply with section 2.1-3.4.6 of Part 2 of the 2006 guideline as applicable.

B. The hospital shall provide the following equipment in the general level nursery and all higher level nurseries, unless additional equipment requirements are imposed for the higher level nurseries: 

1. Resuscitation equipment as specified for the delivery room in 12 VAC 5-410-442 G 2 shall be available in the nursery at all times; 

2. Equipment for the delivery of 100% oxygen concentration, properly heated, blended, and humidified, with the ability to measure oxygen delivery in fractional inspired concentration (FI02). The oxygen analyzer shall be calibrated every eight hours and serviced according to the manufacturer's recommendations by a member of the hospital's respiratory therapy department or other responsible personnel trained to perform the task; 

3. Saturation monitor (pulse oximeter or equivalent); 

4. Equipment for monitoring blood glucose; 

5. Infant scales; 

6. Intravenous therapy equipment; 

7. Equipment and supplies for the insertion of umbilical arterial and venous catheters; 

8. Open bassinets, self-contained incubators, open radiant heat infant care system or any combination thereof appropriate to the service level; 

9. Equipment for stabilization of a sick infant prior to transfer that includes a radiant heat source capable of maintaining an infant's body temperature at 99ºF; 

10. Equipment for insertion of a thoracotomy tube; and 

11. Equipment for proper administration and maintenance of phototherapy. 

C. The additional equipment required for the intermediate level newborn service and for any higher service level is: 

1. Pediatric infusion pumps accurate to plus or minus 1 milliliter (ml) per hour; 

2. On-site supply of PgE1; 

3. Equipment for 24-hour cardiorespiratory monitoring for neonatal use available for every incubator or radiant warmer; 

4. Saturation monitor (pulse oximeter or equivalent) available for every infant given supplemental oxygen; 

5. Portable x-ray machine; and 

6. If a mechanical ventilator is selected to provide assisted ventilation prior to transport, it shall be approved for the use of neonates. 

D. The additional equipment required for the specialty level newborn service and a higher newborn service is as follows: 

1. Equipment for 24-hour cardiorespiratory monitoring with central blood pressure capability for each neonate with an arterial line; 

2. Equipment necessary for ongoing assisted ventilation approved for neonatal use with on-line capabilities for monitoring airway pressure and ventilation performance; 

3. Equipment and supplies necessary for insertion and maintenance of chest tube for drainage; 

4. On-site supply of surfactant; 

5. Computed axial tomography equipment (CAT) or magnetic resonance imaging equipment (MRI); 

6. Equipment necessary for initiation and maintenance of continuous positive airway pressure (CPAP) with ability to constantly measure delineated pressures and including alarm for abnormal pressure (i.e., vent with PAP mode); and 

7. Cardioversion unit with appropriate neonatal paddles and ability to deliver appropriate small watt discharges. 

E. The hospital shall document that it has the appropriate equipment necessary for any of the neonatal surgical and special procedures it provides that are specified in its medical protocol and that are required for the specialty level newborn service. 

F. The additional equipment requirements for the subspecialty level newborn service are: 

1. Equipment for emergency gastrointestinal, genitourinary, central nervous system, and sonographic studies available 24 hours a day; 

2. Pediatric cardiac catheterization equipment; 

3. Portable echocardiography equipment; and 

4. Computed axial tomography equipment (CAT) and magnetic resonance imaging equipment (MRI). 

G. The hospital shall document that it has the appropriate equipment necessary for any of the neonatal surgical and special procedures it provides that are specified in the medical protocol and are required for the subspecialty level newborn service. 

12 VAC 5-410-650. General building and physical plant information.

A. All construction of new buildings and additions, renovations, alterations or repairs of existing buildings for occupancy as a hospital shall conform to state and local codes, zoning and building ordinances, and the Uniform Statewide Building Code. 

In addition, hospitals shall be designed and constructed according to sections 1 through 7 Part 1 and sections 2.1-1 through 2.1-10 of Part 2 of the 2001 2006 Guidelines for Design and Construction of Hospital and Health Care Facilities of the American Institute of Architects. However, the requirements of the Uniform Statewide Building Code and local zoning and building ordinances shall take precedence. 

B. All buildings shall be inspected and approved as required by the appropriate building regulatory entity. Approval shall be a Certificate of Use and Occupancy indicating the building is classified for its proposed licensed purpose. 

12 VAC 5-410-720. Drawings and specifications.

A. Architectural drawings and specifications for all new construction or for additions, alterations or renovations to any existing building shall be dated, stamped with licensure seal and signed by the architect. The architect shall certify that the drawings and specifications were prepared to conform to building code requirements. The certification shall be forwarded to the center OLC.

B. Additional approval may include a Certificate of Public Need. 

C. Upon completion of the construction, the hospital shall maintain a complete set of legible "as built" drawings showing all construction, fixed equipment, and mechanical and electrical systems, as installed or built. 

12 VAC 5-410-760. Long-term care nursing units.

Construction and renovation of long-term care nursing units, including intermediate and skilled nursing care nursing units shall conform to section 8, as applicable, 2.1-3.9 of Part 2 of the 2001 2006 Guidelines for Design and Construction of Hospital and Health Care Facilities of the American Institute of Architects. 

12 VAC 5-410-1150. Governing authority.

A. Each outpatient surgical hospital shall have a governing body or other legal authority responsible for the management and control of the operation of the facilities. 

B. There shall be disclosure of hospital ownership. Ownership interest shall be made known to the licensing agency OLC and in the case of corporations, all individuals or entities holding 5.0% or more of total ownership shall be identified by name and address. The licensing agency OLC shall be notified of any changes in ownership. 

C. The governing body shall provide facilities, personnel, and other resources necessary to meet patient and program needs. 

D. The governing body shall have a formal organizational plan with written bylaws, rules and regulations or their equivalent. These shall clearly set forth organization, duties, responsibilities, accountability, and relationships of professional staff and other personnel. The person or organizational body responsible for formulating policies shall be identified. 

E. The bylaws, rules and regulations, or their equivalent, shall include at least the following: 

1. A statement of purpose; 

2. Description of the functions and duties of the governing body, or other legal authority; 

3. A statement of authority and responsibility delegated to the chief administrative officer and to the medical staff; 

4. Provision for selection and appointment of medical staff and granting of clinical privileges: 

5. Provision of guidelines for relationships among the governing body, the chief administrative officer, and the medical staff. 

F. The responsibility for administration and management of the outpatient surgical hospital shall be vested in an individual whose qualifications, authority and duties shall be defined in a written statement adopted by the governing body. 

12 VAC 5-410-1170. Policy and procedures manual.

A. Each outpatient surgical hospital shall develop a policy and procedures manual which that shall include provisions covering the following items: 

1. The types of emergency and elective procedures which that may be performed in the facility. 

2. Types of anesthesia which that may be used. 

3. Admissions and discharges, including criteria for evaluating the patient before admission and before discharge. 

4. Written informed consent of patient prior to the initiation of any procedures. 

5. Procedures for housekeeping and infection control. 

B. A copy of approved policies and procedures and revisions thereto shall be made available to the licensing agency OLC upon request. 

C. Each outpatient surgical hospital shall establish a protocol relating to the rights and responsibilities of patients based on Joint Commission on Accreditation of Healthcare Organizations' Standards for Ambulatory Care (2000 Hospital Accreditation Standards, January 2000). The protocol shall include a process reasonably designed to inform patients of their rights and responsibilities. Patients shall be given a copy of their rights and responsibilities upon admission. 

D. Each outpatient surgical hospital shall obtain a criminal history record check pursuant to § 32.1-126.02 of the Code of Virginia on any compensated employee not licensed by the Board of Pharmacy whose job duties provide access to controlled substances within the outpatient surgical hospital pharmacy. 

12 VAC 5-410-1350. Codes; fire safety; zoning; construction standards. 

A. All construction of new buildings and additions alterations or repairs to existing buildings for occupancy as a "free-standing" outpatient hospital shall conform to state and local codes, zoning and building ordinances, and the Statewide Uniform Building Code. 

In addition, hospitals shall be designed and constructed according to sections 1 through 6 and 9 Part 1 and sections 3.1-1 through 3.2-4 of Part 3 of the 2001 2006 Guidelines for Design and Construction of Hospital and Health Care Facilities of the American Institute of Architects. However, the requirements of the Uniform Statewide Building Code and local zoning and building ordinances shall take precedence. 

B. All buildings shall be inspected and approved as required by the appropriate building regulatory entity. Approval shall be a Certificate of Use and Occupancy indicating the building is classified for its proposed licensed purpose. 

C. The use of an incinerator shall require permitting from the nearest regional office of the Department of Environmental Quality. 

D. Water shall be obtained from an approved water supply system. Outpatient surgery centers shall be connected to sewage systems approved by the Department of Health or the Department of Environmental Quality. 

E. Each outpatient surgery center shall establish a monitoring program for the internal enforcement of all applicable fire and safety laws and regulations. 

F. All radiological machines shall be registered with the Office of Radiological Health of the Virginia Department of Health. Installation, calibration and testing of machines and storage facilities shall comply with 12 VAC 5-480, Radiation Protection Regulations.

G. Pharmacy services shall comply with Chapter 33 (§ 54.1-3300 et seq.) of Title 54.1 of the Code of Virginia and 18 VAC 110-20, Regulations Governing the Practice of Pharmacy.

12 VAC 5-410-1380. Drawings and specifications.

A. All new construction or for additions, alterations or renovations to any existing building shall be dated, stamped with licensure seal and signed by the architect. The architect shall certify that the drawings and specifications were prepared to conform to building code requirements. The certification shall be forwarded to the center OLC.

B. Additional approval may include a Certificate of Public Need.

C. Upon completion of the construction, the outpatient surgery center shall maintain a complete set of legible "as is" drawings showing all construction, fixed equipment, and mechanical and electrical systems, as installed or built. 
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Guidelines for Design and Construction of Hospital and Health Care Facilities, The American Institute of Architects, Washington, D.C., 2001 2006 Edition.
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