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 18. PROFESSIONAL AND OCCUPATIONAL LICENSING

BOARD OF DENTISTRY

Title of Regulation: 18 VAC 60-20. Regulations Governing the Practice of Dentistry and Dental Hygiene (amending 18 VAC 60-20-108).

Statutory Authority: § 54.1-2400 of the Code of Virginia.

Public Hearing Date:  N/A -- Public comments may be submitted until 5 p.m. on November 3, 2006.
(See Calendar of Events section

for additional information)

Effective Date: November 18, 2006.
Agency Contact: Sandra Reen, Executive Director, Board of Dentistry, Alcoa Bldg., 6603 W. Broad St., 5th Floor, Richmond, VA 23230-1712, telephone (804) 662-9906, FAX (804) 662-7246, (804) 662-7197/TTY(, e-mail sandra.reen@dhp.virginia.gov.

Basis: Regulations are promulgated under the general authority of Chapter 24 of Title 54.1 of the Code of Virginia. Section 54.1-2400 of the Code of Virginia provides the Board of Dentistry the authority to promulgate regulations to administer the regulatory system.
Purpose: The board has received numerous comments in writing and during board meetings from dentists who assert that the requirement for monitoring administration of inhalation analgesia (nitrous oxide) is overly burdensome and unnecessary for patient safety. Effective June 29, 2005, the requirement to have a second person in the operatory with the patient to assist, monitor and observe the patient during the administration of nitrous was intended to provide an extra measure of patient safety and to protect the dentist from charges of improper conduct while the patient was under the influence of nitrous.

Subsequently, testimony to the board has indicated that an additional person to monitor is not essential to ensure patient safety. Dentists contend that they have used nitrous safely for decades and that the additional monitoring is unnecessary. The dentist or hygienist performing a dental procedure would be observing the patient throughout that procedure, and once the administration of nitrous is discontinued, the patient can recover from its effects very quickly. Therefore, it may not be necessary to have close observation of the patient by a second person in the operatory. Many dentists do not employ an assistant who could serve that function, so the current regulation is burdensome to both the regulants and their patients. Several dentists have stated that the rule has caused them to quit offering their patients nitrous oxide; others may be continuing the practice without a second person to observe or using untrained office staff as monitors.

Without the availability of nitrous oxide, there are a number of people who will neglect their dental care or refuse to have a needed dental procedure. The board believes the proposed change does not compromise the public health and safety in the administration of nitrous, but will enable and encourage more patients to seek dental care.

Substance: The proposed action will eliminate the requirement for a second person to be in the operatory with the dentist to monitor the patient during the administration of inhalation analgesia or nitrous oxide.

Issues: There are no disadvantages to the public of this amendment. Consumers of dental services will be better protected by having access to inhalation analgesia in dental offices where there is not a second person available to monitor the patient during administration. Even in offices where such a person is available, the use for such a purpose potentially takes away time that such a person (hygienist or dental assistant) could be providing care or treatment for another patient. Consumers are also better served by having access to a full range of analgesia, provided it can be administered and monitored safely.  

There are no disadvantages to the agency or the Commonwealth; a revised regulation should reduce the number of comments and potential violations of the rule.

Rationale for Using Fast-Track Process: The board has received numerous comments and complaints about the current regulation; there was unanimous support among board members for the change. If dental patients are being denied access to nitrous oxide in dental offices and are thereby avoiding routine or interventional treatments, it is necessary to revise the requirement as soon as possible.
Department of Planning and Budget's Economic Impact Analysis:  

Summary of the proposed amendments to regulation. The Board of Dentistry (board) proposes to eliminate the requirement for a second person to be in the operatory with the dentist to monitor the patient during the administration of inhalation analgesia.
Result of analysis. The benefits likely exceed the costs for all proposed changes.

Estimated economic impact. The current regulations require that “The treatment team for anxiolysis or inhalation analgesia shall consist of the dentist and a second person in the operatory with the patient to assist, monitor and observe the patient.” Anxiolysis is defined as “the diminution or elimination of anxiety through the use of pharmacological agents in a dosage that does not cause depression of consciousness.” Inhalation analgesia is defined as “the inhalation of nitrous oxide and oxygen to produce a state of reduced sensibility to pain without the loss of consciousness.”
The board proposes to no longer require that a second person be in the operatory with the patient to assist, monitor and observe the patient for inhalation analgesia. The proposed regulations do continue to require that dentists who utilize inhalation analgesia ensure that there is continuous visual monitoring of the patient to determine the level of consciousness.
Prior to 2005, the board had not required that a second person be in the operatory to assist, monitor and observe the patient. According to the Department of Health Professions (department), this requirement became effective June 29, 2005, with the intent to provide an extra measure of patient safety and to protect the dentist from charges of improper conduct while the patient was under the influence of nitrous oxide. 

Subsequently dentists have overwhelmingly contended that an additional person in the operatory is not necessary for patient safety. Testimony to the board pointed out that nitrous oxide has been administered safely for decades without additional monitoring. The dentist or hygienist performing a dental procedure would be observing the patient throughout that procedure, and once the administration of nitrous oxide is discontinued, the patient can recover from its effects very quickly. Peer-reviewed research articles such as those by Kanagasundaram, Lane, Cavalletto, Keneally, and Cooper (2000), and Ekbom , Jakabsson, and Marcus (2005), and Frampton, Browne, Lam, Cooper, and Lane (2003) support the contention that the short-term administrating of nitrous oxide is a low-risk procedure for patients.  

Yagiela (1991) points out that bone marrow depression has been found in patients administered nitrous oxide for extended periods of time and that retrospective surveys of dental and medical personnel have linked occupational exposure to nitrous oxide with a number of health problems. Yagiela’s review of animal and human studies indicate that the toxic effects of nitrous oxide are concentration- and time-dependent. Thus, dental patients are unlikely to be at great risk. Dental staff should be wary of prolonged exposure, though.

According to the department, many dentists do not employ an assistant who could serve as a second person in the operatory with the patient to assist, monitor and observe the patient for inhalation analgesia. The cost of hiring someone for this purpose apparently is large enough to discourage the use of inhalation analgesia. Several dentists have stated to the board and department that the rule has caused them to quit offering their patients nitrous oxide; others may be continuing the practice without a second person to observe or using untrained office staff as monitors. Some potential dental patients could postpone or neglect their dental care or refuse to have a needed dental procedure if there is reduced access to nitrous oxide. Thus, eliminating the requirement that a second person be in the operatory with the patient to assist, monitor and observe the patient for inhalation analgesia will likely produce significant benefits. Dentists would incur lower costs, inhalation analgesia would be available more frequently, and an undetermined number of patients will be more likely to undergo procedures beneficial to their dental health. 

Given the low risk of nitrous oxide administration and the apparent low incidence of problems with one individual monitoring the patient rather than two, the benefits of eliminating the requirement that a second person be in the operatory with the patient to assist, monitor and observe the patient for inhalation analgesia will likely exceed the costs of a minimal increase in health risks.  

Businesses and Entities Affected. The proposed regulations affect the Commonwealth’s 5,567 licensed dentists, their staff, and their patients.1 All or most dental practices qualify as small businesses.

Localities particularly affected. The proposed regulations do not disproportionately affect particular Virginia localities.

Projected impact on employment. There may be a small reduction in employment due to the proposed elimination of the requirement that a second person in the operatory with the patient to assist, monitor and observe the patient for inhalation analgesia.  

Effects on the use and value of private property. The proposed amendment will likely result in more frequent use of inhalation analgesia by dentists. The value of some practices may moderately rise.

Small businesses: costs and other effects. All or most dental practices likely qualify as small businesses. The proposed amendment will not increase costs.  
Small businesses alternative method that minimizes adverse impact. All or most dental practices likely qualify as small businesses. The proposed amendment will not increase costs.
Agency's Response to the Department of Planning and Budget's Economic Impact Analysis: The Board of Dentistry concurs with the analysis of the Department of Planning and Budget for the proposed regulation, 18 VAC 60-20, Regulations Governing the Practice of Dentistry and Dental Hygiene, relating to elimination of the requirement for a second person to be present in the operatory during the administration of inhalation analgesia. 

Summary:

The proposed action eliminates the requirement for a second person to be in the operatory with the dentist to monitor the patient during the administration of inhalation analgesia or nitrous oxide.

18 VAC 60-20-108. Administration of anxiolysis or inhalation analgesia.

A. Education and training requirements. A dentist who utilizes anxiolysis or inhalation analgesia shall have training in and knowledge of:

1. Medications used, the appropriate dosages and the potential complications of administration.

2. Physiological effects of nitrous oxide and potential complications of administration.

B. Equipment requirements. A dentist who utilizes anxiolysis or inhalation analgesia shall maintain the following equipment in his office and be trained in its use:

1. Blood pressure monitoring equipment.

2. Positive pressure oxygen.

3. Mechanical (hand) respiratory bag.

C. Monitoring requirements.

1. The treatment team for anxiolysis or inhalation analgesia shall consist of the dentist and a second person in the operatory with the patient to assist, monitor and observe the patient. One member of the team shall be in the operatory monitoring the patient at all times once the administration has begun.

2. A dentist who utilizes anxiolysis or inhalation analgesia shall ensure that there is continuous visual monitoring of the patient to determine the level of consciousness.

3. If inhalation analgesia is used, monitoring shall include making the proper adjustments of nitrous oxide machines at the request of or by the dentist during administration of the sedation and observing the patient's vital signs.

D. Discharge requirement. The dentist shall ensure that the patient is not discharged to his own care until he exhibits normal responses.

VA.R. Doc. No. R06-321; Filed August 10, 2006, 3:58 p.m.

1 Figure provided by the Department of Health Professions.
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