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

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 5-410-420 and 12 VAC 5-410-1190).

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 October 21, 2005. 

(See Calendar of Events section

for additional information)

Effective Date: November 7, 2005.
Agency Contact:  Carrie Eddy, Senior Policy Analyst, Department of Health, Center for Quality Health Care Services, 3600 West Broad Street, Suite 216, Richmond, VA 23230, telephone (804) 367-2157, FAX (804) 367-2149 or e‑mail carrie.eddy@vdh.virginia.gov.

Basis:  This amendment is promulgated under the authority of § 32.1-127 of the Code of Virginia, which grants the Board of Health the legal authority to promulgate regulations “in substantial conformity to the standards of health, hygiene, sanitation, construction, and safety as is established and recognized by medical and health care professionals and by specialists in the matter of public health and safety.”

Purpose:  Patient safety in hospitals has come to national attention in recent years as a result of the 1998 National Institute of Health report “To Err Is Human.” The department believes that adopting these standards will enhance patient safety during surgical procedures, a critical time in patient care.
Substance:  The proposed amendment updates two hospital regulatory sections, 12 VAC 5-410-420 and 12 VAC 5-410-1190 respectively, pertaining to surgical practice in inpatient and outpatient surgery centers.

Issues:  The department was approached by the Virginia Council for periOperative Nurses with a Request for Rulemaking to amend 12 VAC 5-410-420 of the Rules and Regulations for the Licensure of Hospitals. To assure consistency between inpatient and outpatient services, the department proposes adopting a similar standard for outpatient surgery centers as well.
The primary advantage to the public as a result of this amendment is enhanced patient safety during surgical procedures in hospitals and outpatient surgery centers.  There are no disadvantages to the public or the Commonwealth as a result of this amendment.
Rationale for Using Fast-Track Process: The response from hospitals, received as part of the Petition for Rulemaking process, was supportive of registered nurses serving as circulating nurses during surgical procedures.  Therefore, the department has determined that the proposed amendments are not controversial and are appropriate for filing via the fast-track regulatory process. 

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 amendments will require circulating nurses to have education and experience in perioperative nursing.

Estimated economic impact. Due to a petition for rulemaking received from the Virginia Council for periOperative Nurses, the Virginia Department of Health (the department) proposes to require that a circulating nurse be a registered nurse and have education and experience in perioperative nursing. According to the department, all circulating nurses are registered nurses in practice, but are not specifically required to have education and experience in perioperative nursing. Thus, the real impact of this change is requiring that a circulating nurse have education and training in perioperative nursing. In addition, the department estimates that approximately 98% of the circulating nurses already have adequate education and experience in perioperative nursing. The number of circulating nurses in Virginia is estimated to be around 2,000. Thus, the proposed regulations will require inpatient hospitals and outpatient surgery centers to provide perioperative nursing education and training to approximately 40 circulating nurses in Virginia.

The economic costs of this proposal include fiscal costs associated with educational materials, instructor salaries, and space for training. In addition, the nurse time devoted for training and experience should be considered as costs. On the other hand, the training and education are expected to improve the perioperative nursing skills of registered nurses and improve the safety of the operating room environment and contribute to patient health. Furthermore, registered nurses with additional skills and experience may be able to improve their job security and compensation. However, there is no data available to measure any of the potential costs and benefits of this proposed change.

Businesses and entities affected. The proposed regulations will require 94 hospitals and 41 outpatient surgery centers to make sure that approximately 2,000 circulating nurses in Virginia have training and education in perioperative nursing. Of the 2,000 circulating nurses, only 40 may currently lack the training and education in perioperative nursing.

Localities particularly affected. The proposed regulations apply throughout the Commonwealth.

Projected impact on employment. No significant impact on employment is expected.

Effects on the use and value of private property. The proposed regulations are not expected to have any significant impact on the use and value of private property.

Small Businesses: Costs and Other Effects. The proposed regulation should not create administrative or other effects on the small businesses as it applies to inpatient hospitals and outpatient surgery centers.
Small Businesses: Alternative Method that Minimizes Adverse Impact. The proposed regulations should not affect small businesses.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  VDH agrees with the analysis performed by DPB.

Summary:

The amendment requires a registered nurse, qualified by education and experience in perioperative nursing, to be present as a circulating nurse in each operating room during surgical procedures conducted in inpatient hospitals and outpatient surgical centers.
12 VAC 5-410-420. Surgical service services. 

A. The surgical department/service shall have a defined organization and shall be governed by written policies and procedures.

B. The surgical department/service shall be under the medical supervision of a physician who meets the requirements of the medical staff bylaws.

C. The operating suite shall be:

1. Under the supervision of a registered professional nurse.

2. Designed to include operating and recovery rooms, proper scrubbing, sterilizing and dressing room facilities, storage for anesthetic agents and shall be equipped as required by the scope and complexity of the services.

3. Provided with prominently posted safety policies and procedures.

D. A registered nurse, qualified by education and experienced in perioperative nursing, shall be present as a circulating nurse in each operating room during surgical procedures.

D. E. A roster of current surgical privileges of every surgical staff member shall be maintained on file in the operating suite.

E. F. An operating room register shall be maintained which shall include as a minimum:

1. Patient's name and hospital number;

2. Pre- and post-operative diagnosis;

3. Complications, if any;

4. Name of surgeon, first assistant, anesthesiologist or anesthetist, scrub nurse and circulating nurse;

5. Operation performed; and 

6. Type of anesthesia.

F. G. Policies and procedures governing infection control and reporting techniques shall be established in accordance with 12 VAC 5-410-490.

G. H. The patient's medical chart shall be available in the surgical suite at time of surgery and shall contain no less than the following information: 

1. A medical history and physical examination;

2. Evidence of appropriate informed consent; and

3. A pre-operative diagnosis.

H. I. An accurate and complete description of operative procedure shall be recorded by the operating surgeon within 48 hours following completion of surgery and made part of the patient's clinical record.

12 VAC 5-410-1190. Nursing staff.

The total number of nursing personnel will vary depending upon the number and types of patients to be admitted and the types of operative procedures to be performed or the services programmed.

1. A registered nurse qualified on the basis of education, experience, and clinical ability shall be responsible for the direction of nursing care provided the patients. 

2. A registered nurse, qualified by education and experienced in perioperative nursing, shall be present as a circulating nurse in each operating room during surgical procedures.

2. 3. The number and type of nursing personnel, including registered nurses, licensed practical nurses, and supplementary staff, shall be based upon the needs of the patients and the types of services performed.

3. 4. At least one registered nurse shall be on duty at all times while the facility is in use.

4. 5. Job descriptions shall be developed for each level of nursing personnel and include functions, responsibilities, and qualifications.

5. 6. Evidence of current Virginia registration required by state statute shall be on file in the facility.
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