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BOARD OF MEDICINE

Title of Regulation: 18 VAC 85-20. Regulations Governing the Practice of Medicine, Osteopathy, Podiatry, and Chiropractic (adding 18 VAC 85-20-310 through 18 VAC 85-20-390).

Statutory Authority: §§ 54.1-2400 and 54.1-2912.1 of the Code of Virginia.
Effective Date: June 18, 2003.
Agency Contact: Elaine J. Yeatts, Agency Regulatory Coordinator, Department of Health Professions, 6603 W. Broad Street, Richmond, VA 23230, telephone (804) 662-9918, FAX (804) 662-9114 or e-mail elaine.yeatts@dhp.state.va.us.
Summary:

In response to a petition for rulemaking concerning the use of anesthesia in physician offices, ambulatory surgery centers and other nonhospital settings and pursuant to Chapter 324 of the 2002 Acts of Assembly, the board has adopted regulations for the practice of office-based anesthesia. The amendments establish the applicability of the rules; qualifications of providers; protocols for anesthesia/procedure selection; requirements for informed consent; and procedures for monitoring, emergency transfers, and discharge. Changes were made to the proposed regulation for clarity.

Summary of Public Comments and Agency's Response: A summary of comments made by the public and the agency's response may be obtained from the promulgating agency or viewed at the office of the Registrar of Regulations.

REGISTRAR'S NOTICE: The proposed regulation was adopted as published in 19:1 VA.R. 83-89 September 23, 2002, with the additional changes shown below. Therefore, pursuant to § 2.2-4031 A of the Code of Virginia, the text of the final regulation is not set out at length; however, the changes from the proposed regulation are printed below.

PART VIII.
OFFICE-BASED ANESTHESIA.

18 VAC 85-20-310. Definitions. [ No change from proposed. ]

18 VAC 85-20-320. General provisions.

A. Applicability of requirements for office-based anesthesia.

1. The administration of topical anesthesia, local anesthesia, minor conductive blocks, or minimal sedation/anxiolysis, not involving a drug-induced alteration of consciousness other than minimal preoperative tranquilization, is not subject to the requirements for office-based anesthesia. A health care practitioner administering such agents shall adhere to an accepted standard of care as appropriate to the level of anesthesia or sedation, including evaluation, drug selection, administration and management of complications.

2. The administration of moderate sedation/conscious sedation, deep sedation, general anesthesia, or regional anesthesia consisting of a major conductive block are subject to these requirements for office-based anesthesia.

[ 3. Levels of anesthesia or sedation referred to in this chapter shall relate to the level of anesthesia or sedation intended by the practitioner in the anesthesia plan. ]

B. A doctor of medicine, osteopathic medicine, or podiatry administering office-based anesthesia or supervising such administration shall:

1. Perform a preanesthetic evaluation and examination or ensure that it has been performed;

2. Develop the anesthesia plan or ensure that it has been developed;

3. Ensure that the anesthesia plan has been discussed and informed consent obtained;

4. Ensure patient assessment and monitoring through the pre-, peri-, and post-procedure phases, addressing not only physical and functional status, but also physiological and cognitive status;

5. Ensure provision of indicated post-anesthesia care; and

6. Remain physically present or immediately available, as appropriate, [ for diagnosis, treatment and management of anesthesia-related complications or emergencies to manage complications and emergencies until discharge criteria have been met ].

C. All written policies, procedures and protocols required for office-based anesthesia shall be maintained and available for inspection at the facility.

18 VAC 85-20-330. Qualifications of providers.

A. Doctors who utilize office-based anesthesia shall ensure that all medical personnel assisting in providing patient care are appropriately trained, qualified and supervised, are sufficient in numbers to provide adequate care, and maintain training in basic cardiopulmonary resuscitation.

B. All providers of office-based anesthesia shall hold the appropriate license and have the necessary training and skills to deliver the level of anesthesia being provided.

1. Deep sedation, general anesthesia or a major conductive block shall only be administered by an anesthesiologist or by a certified registered nurse anesthetist.

2. Moderate sedation/conscious sedation may be administered by the operating doctor with the assistance of and monitoring by a licensed nurse, a physician assistant or a licensed intern or resident.

C. Additional training.

1. [ On or after December 18, 2003, ] the doctor who provides office-based anesthesia or who supervises the administration of anesthesia shall maintain current certification in advanced resuscitation techniques.

2. Any doctor who administers office-based anesthesia without the use of an anesthesiologist or certified registered nurse anesthetist shall obtain four hours of continuing education in [ in topics related to ] anesthesia [ within the 60 hours required ] each biennium [ for licensure renewal, which are subject to random audit by the board ].

18 VAC 85-20-340. [ No change from proposed. ]
18 VAC 85-20-350. [ No change from proposed. ]
18 VAC 85-20-360. Monitoring.

A. A written protocol shall be developed for monitoring equipment to include but not be limited to:

1. Monitoring equipment shall be appropriate for the type of anesthesia and the nature of the facility. At a minimum, provisions shall be made for a reliable source of oxygen, suction, resuscitation equipment and emergency drugs.

2. In locations where anesthesia is administered, there shall be adequate anesthesia apparatus and equipment to ensure appropriate monitoring of patients. All equipment shall be maintained, tested and inspected according to manufacturer's specifications, and backup power shall be sufficient to ensure patient protection in the event of an emergency.

3. When anesthesia services are provided to infants and children, the required equipment, medication and resuscitative capabilities shall be appropriately sized and calibrated for children.

B. To administer office-based moderate sedation/conscious sedation, the following equipment, supplies and pharmacological agents are required:

1. Appropriate equipment to manage airways;

2. Drugs and equipment to treat shock and anaphylactic reactions;

3. Precordial stethoscope;

4. Pulse oximeter with appropriate alarms or an equivalent method of measuring oxygen saturation;

5. Continuous electrocardiograph [ with paper recorder ];

6. Devices for measuring blood pressure, heart rate and respiratory rate;

7. Defibrillator; and

8. Accepted method of identifying and preventing the interchangeability of gases.

C. In addition to requirements in subsection B of this section, to administer general anesthesia, deep sedation or major conductive blocks, the following equipment, supplies and pharmacological agents are required:

1. Drugs to treat malignant hyperthermia, when triggering agents are used;

2. Peripheral nerve stimulator, if a muscle relaxant is used; and

3. If using an anesthesia machine, the following shall be included:

a. End-tidal carbon dioxide monitor (capnograph);

b. In-circuit oxygen analyzer designed to monitor oxygen concentration within breathing circuit by displaying oxygen percent of the total respiratory mixture;

c. Oxygen failure-protection devices (fail-safe system) that have the capacity to announce a reduction in oxygen pressure and, at lower levels of oxygen pressure, to discontinue other gases when the pressure of the supply of oxygen is reduced;

d. Vaporizer exclusion (interlock) system, which ensures that only one vaporizer, and therefore only a single anesthetic agent can be actualized on any anesthesia machine at one time;

e. Pressure-compensated anesthesia vaporizers, designed to administer a constant non-pulsatile output, which shall not be placed in the circuit downstream of the oxygen flush valve;

f. Flow meters and controllers, which can accurately gauge concentration of oxygen relative to the anesthetic agent being administered and prevent oxygen mixtures of less than 21% from being administered;

g. Alarm systems for high (disconnect), low (subatmospheric) and minimum ventilatory pressures in the breathing circuit for each patient under general anesthesia; and

h. A gas evacuation system.

D. A written protocol shall be developed for monitoring procedures to include but not be limited to:

1. Physiologic monitoring of patients shall be appropriate for the type of anesthesia and individual patient needs, including continuous monitoring and assessment of ventilation, oxygenation, cardiovascular status, body temperature, neuromuscular function and status, and patient positioning.

2. Intraoperative patient evaluation shall include continuous clinical observation and continuous anesthesia monitoring.

3. A health care practitioner administering general anesthesia or deep sedation shall remain present and available in the facility to monitor a patient until the patient meets the discharge criteria. A health care practitioner administering moderate sedation/conscious sedation shall routinely monitor a patient according to procedures consistent with such administration.

18 VAC 85-20-370 through 18 VAC 85-20-390. [ No change from proposed. ]

NOTICE:  The forms used in administering 18 VAC 85-20, Regulations Governing the Practice of Medicine, Osteopathy, Podiatry and Chiropractic, are not being published due to the large number; however, the name of each form is listed below.  The forms are available for public inspection at the Department of Health Professions, 6603 West Broad Street, Richmond, Virginia, or at the office of the Registrar of Regulations, General Assembly Building, 2nd Floor, Richmond, Virginia.
[ FORMS 

Information & Instructions for Completing an Application for the Computer Based United States Medical Licensing Examination (USMLE)--Approved Schools With Subsequent Virginia Licensure (rev. 9/00). 

Information & Instructions for Completing an Application for the Computer Based United States Medical Licensing Examination (USMLE)--Non-Approved Schools With Subsequent Virginia Licensure (rev. 9/00). 

Information & Instructions for Completing an Application for the Computer Based United States Medical Licensing Examination (USMLE)--Approved Schools Without Subsequent Virginia Licensure (rev. 9/00). 

Information & Instructions for Completing an Application for the Computer Based United States Medical Licensing Examination (USMLE)--Non-Approved Schools Without Subsequent Virginia Licensure (rev. 9/00). 

Application for USMLE Step 3 With Subsequent Virginia Licensure (rev. 1/00). 

Application USMLE Step 3 Without Subsequent Virginia Licensure (rev. 1/00). 

Instructions for Completing National Boards/FLEX/USMLE--American Graduates Application to Practice Medicine for Graduates of Approved Institutions (rev. 4/00 12/02). 

Instructions for Completing FLEX or USMLE Application; Non-American Graduates an Application to Practice Medicine for Graduates of Nonapproved Institutions (rev. 4/00 12/02). 

Instructions for Completing PMLEXIS Examination/License Application (rev. 9/00 9/01). 

Instructions for Completing Chiropractic Endorsement Application (rev. 4/00 1/02). 

Instructions for Completing Podiatry Endorsement Application (rev. 4/00 1/03). 

Instructions for Completing LMCC Endorsement Application; Canadian/American Graduate (rev. 4/00). 

Instructions for Completing LMCC Endorsement Application; Non-American Graduates (rev. 4/00). 

Instructions for Completing Osteopathic National Boards Endorsement Application (rev. 4/00 4/02). 

Instructions for Completing Other Boards Endorsement Application; American Graduates (rev. 4/00). 

Instructions for Completing Other Boards Endorsement Application; Non-American Graduates (rev. 4/00). 

Form #A, Claims History Sheet (rev. 4/00 12/02). 

Form #A (DC), Claims History Sheet (rev. 4/00). 

Form #B, Activity Questionnaire (rev. 4/00 12/02). 

Form #C, Clearance from Other State Boards (rev. 4/00 12/02). 

Form #D, American Medical Association Physician Profile Service Order Form for Licensure Application or Renewal (rev. 5/99). 

Form #E, Disciplinary Inquiry (rev. 4/00 12/02). 

Application for a License to Practice Medicine and Surgery (rev. 4/00 12/02). 

Application for a License to Practice Osteopathy and Surgery Osteopathic Medicine (rev. 4/00 12/02). 

Application for a License to Practice Podiatry (rev. 1/03).

Form #H, Certification of Grades Attained on the Podiatric Medical Licensing Examination for States (PMLEXIS) (rev. 4/00). 

Form #I, National Board of Podiatric Medical Examiners Request for Scores on Part I and II (rev. 4/00 1/03). 

Form #H, Virginia Request for Podiatry Disciplinary Action (rev. 1/03).

Form HRB-30-061, Requirements and Instructions for an Intern/Resident License (rev. 4/00 1/03). 

Intern/Resident Form #A, Memorandum from Associate Dean of Graduate Medical Education (rev. 4/00 1/03). 

Intern/Resident, Form #B, Certificate of Professional Education (rev. 4/00 12/02). 

Form DHP-030-061, Application for a Temporary License for Intern/Resident Training Program (rev. 4/00 1/03). 

Form H, Report of Clinical Rotations (rev. 4/00 12/02). 

Instructions for Completing an Application for a Limited License to Practice Medicine as a Full-time Faculty Member or as a Full-time Fellow (rev. 4/00 3/03). 

Form DHP-030-056, Application for a Limited License to Practice Medicine as a Full-time Faculty Member or as a Full-time Fellow (rev. 1/98 2/03). 

Form #G, Request for Status Report of Educational Commission for Foreign Medical Graduates Certification (rev. 4/00 12/02). 

Form #L, Certificate of Professional Education (rev. 4/00 12/02). 

Continued Competency Activity and Assessment Form (rev. 4/00). 

Instructions for Reinstatement of Medicine and Surgery or Osteopathy Licensure Application (rev. 5/00 1/03). 

Application for Reinstatement of License to Practice Medicine (rev. 1/03).

Form A, MD Reinstatement, Claims History Sheet (eff. 1/03).

Instructions for Completing Reinstatement of Chiropractic Licensure Application (rev. 4/00 3/03). 

Application for Reinstatement of a License to Practice Chiropractic (eff. 3/03).

Instructions for Reinstatement of Podiatry Licensure Application (rev. 4/00 1/03). 

Application for Reinstatement of License to Practice Podiatry (rev. 1/03).

Instructions for Medicine and Surgery or Osteopathy Licensure Application After Reinstatement Denied or License Revoked (rev. 8/99). 

Application for Reinstatement of License to Practice Medicine/Osteopathy After Petition for Reinstatement Denied or License Revoked (rev. 8/99 3/03). 

Form C, MD Reinstatement, State Questionnaire Form (rev. 4/00 1/03). 

Form B, MD Reinstatement, Activity Questionnaire Form (rev. 4/00 1/03). 

MD Reinstatement, Disciplinary Inquiries to Federation of State Medical Boards (rev. 4/00 1/03). 

Renewal Notice and Application, 0101 Medicine and Surgery (rev. 2/00 12/02). 

Application for Reinstatement of License to Practice Medicine/Osteopathy After Surrender, Suspension (rev. 2/03).

Application for Reinstatement of License to Practice Chiropractic After Surrender, Suspension (rev. 3/03).

Renewal Notice and Application, 0102 Osteopathy and Surgery (rev. 12/02).

Renewal Notice and Application, 0103 Podiatry (rev. 12/02).

Renewal Notice and Application, 0104 Chiropractic (rev. 12/02).

Renewal Notice and Application, 0108 Naturopath (rev. 12/02).

Renewal Notice and Application, 0109 University and Limited License (rev. 12/02).

Renewal Notice and Application, 0116 Interns and Residents (rev. 12/02). ]

VA.R. Doc. No. R02-69; Filed April 28, 2003, 10:53 a.m.
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