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VAC Chapter Number: | 18 VAC 60-20-10 et seq.

Regulation Title: | Regulations Governing the Practice of Dentistry and Dental
Hygiene

Action Title: | Periodic review /changes in rules for anesthesia
Date:

This information is required pursuant to the Administrative Process Act (8§ 9-6.14:9.1 et seq. of the Code of Virginia),
Executive Order Twenty-Five (98), Executive Order Fifty-Eight (99), and the Virginia Register Form,Style and
Procedure Manual. Please refer to these sources for more information and other materials required to be submitted
in the regulatory review package.

Please provide a brief summary of the proposed new regulation, proposed amendments to an existing
regulation, or the regulation proposed to be repealed. There is no need to state each provision or
amendment or restate the purpose and intent of the regulation; instead give a summary of the regulatory
action and alert the reader to all substantive matters or changes. If applicable, generally describe the
existing regulation.

The Board of Dentistry has proposed amendments for 18 VAC 60-20-10 et seg. to update certain
requirements and terminology, to clarify the Board’ s requirements, especially related to dental
education, to eliminate a jurisprudence examination and add requirements for additional training
for applicants who have had multiple examination failures. Amendments also modify
educational, monitoring and equipment requirements for administration of various forms of
analgesia, sedation and anesthesia as minimally necessary to ensure public safety.

Please identify the state and/or federal source of legal authority to promulgate the regulation. The
discussion of this statutory authority should: 1) describe its scope and the extent to which it is mandatory
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or discretionary; and 2) include a brief statement relating the content of the statutory authority to the
specific regulation. In addition, where applicable, please describe the extent to which proposed changes
exceed federal minimum requirements. Full citations of legal authority and, if available, web site
addresses for locating the text of the cited authority must be provided. Please state that the Office of the
Attorney General has certified that the agency has the statutory authority to promulgate the proposed
regulation and that it comports with applicable state and/or federal law.

Regulations are promulgated under the genera authority of Chapter 24 of Title 54.1 of the Code of
Virginia. Section 54.1-2400 (6) provides the Board the authority to promulgate regulations to
administer the regulatory system:

§ 54.1-2400 -General powers and duties of health regulatory boards
The general powers and duties of health regulatory boards shall be:

6. To promulgate regulations in accordance with the Administrative Process Act (§ 9-
6.14:1 et seq.) which are reasonable and necessary to administer effectively the
regulatory system. Such regulations shall not conflict with the purposes and intent of this
chapter or of Chapter 1 (8§ 54.1-100 et seq.) and Chapter 25 (8§ 54.1-2500 et seq.) of this
title. ...

The legal authority to license and regul ate dentists and dental hygienists may be found in
Chapter 27 of Title 54.1 of the Code of Virginia.

http://legl.state.va.us/000/1st/h3205422.HTM

The Office of the Attorney General has certified by letter that the Board has the statutory
authority to promulgate the proposed regulation and that it comports with applicable state and/or
federal law.

Please provide a statement explaining the need for the new or amended regulation. This statement must
include the rationale or justification of the proposed regulatory action and detail the specific reasons it is
essential to protect the health, safety or welfare of citizens. A statement of a general nature is not
acceptable, particular rationales must be explicitly discussed. Please include a discussion of the goals of
the proposal and the problems the proposal is intended to solve.

Asaresult of an extensive periodic review of its regulations, the Board has proposed
amendmentsto clarify or simplify certain provisions for applicants and licensees and to eliminate
unnecessary examinations. Educational criteria, currently applied by the Board and required by
the Code of Virginia, are spelled out in regulation for a clearer understanding by applicants for
licensure. With the intent of protecting the live patients on which the examination is conducted,
applicants who fail the clinical examination three times would be required to take additional
clinical hoursto prepare them for the specific area (s) failed.

The primary intent of amending regulationsis to more clearly specify the requirements for
administration of sedation or anesthesia. Dentists who administer any form of analgesia,
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sedation or anesthesiain a dental office must have specific knowledge and training in delivery of
those agents and in the monitoring and recovery of apatient. Likewise, it isessential for the
dentist to be appropriately prepared and equipped to respond to emergencies that may ariseif a
patient’ s breathing or responses are compromised. Both the dentist and the ancillary personnel
should be proficient in handling related complications or emergencies. Therefore, requirements
for training, emergency equipment and techniques, and monitoring are necessary to protect the
health and safety of patientsin dental offices.

Please identify and explain the new substantive provisions, the substantive changes to existing sections,
or both where appropriate. Please note that a more detailed discussion is required under the statement
providing detail of the regulatory action’s changes.

Definitions have been updated to reflect current terminology, particularly that pertaining to
revised regulations for anesthesia and sedation and to eliminate terms that were no longer being
used. Amendments to the requirements for dental education will reflect the current Board
interpretation of an accredited or approved dental program, which is either a pre-doctoral dental
education program or aone or two year post-doctoral dental education program.

Changes in examination requirements offer additional options for persons who took the board-
approved examinations five or more years prior to applying for licensure in Virginia. In
addition, there are new requirements for remediation for candidates who have failed the licensure
examination three times. Rather than requiring passage of ajurisprudence examination, the
Board will now require that the applicant read and understand the laws and regulations governing
the practice of dentistry in Virginia.

Regulations for anesthesia, sedation and analgesia have been rewritten and reorganized to make
clear the application of the rulesin various settings, the educational and training qualifications of
the dentist and dental assistants, the equipment and monitoring needed for each level, and the
discharge criteriafor ensuring the safety of the patient.

Issues

Please provide a statement identifying the issues associated with the proposed regulatory action. The
term “issues” means: 1) the primary advantages and disadvantages to the public, such as individual
private citizens or businesses, of implementing the new or amended provisions; 2) the primary
advantages and disadvantages to the agency or the Commonwealth; and 3) other pertinent matters of
interest to the regulated community, government officials, and the public. If there are no disadvantages to
the public or the Commonwealth, please include a sentence to that effect.

Advantages and disadvantages to the public:

Dentists are increasing utilizing some form of analgesia, sedation or anesthesiato perform dental
procedures with the maximum amount of comfort to their patients. In addition, some oral and
maxillofacial surgeons are performing cosmetic surgery in an office-based setting. While the
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Board currently has regulations for anesthesia and sedation, there has been a growing concern
that the practitioner qualifications, equipment and monitoring standards were not sufficient to
ensure the safety of patientsin adental practice. Most dentists practice with an accepted
standard of care, utilizing trained anesthesia providers, equipping their offices with essential
rescue and monitoring equipment, and carefully selecting the appropriate anesthesia and
informing the patient in advance. These regulations, however, will provide a clearer standard by
which dentists are expected to practice and give patients a higher degree of safety when
receiving office-based anesthesia. Asinsurers and practitioners encourage more procedures to
be performed in an office-based practice or surgi-center rather than a hospital, these regulations
will provide a definite advantage to patients, who typically do not have sufficient knowledge to
judge whether the dentist and the facility are appropriately equipped and trained and whether
adequate care is being taken to prepare and monitor their recovery. Since the regulations do not
apply to the administration of local anesthesia, there should be effect on the majority of general
dentists and no disadvantages to the public in terms of limiting access or increasing cost.

Advantages and disadvantages to the agency:

There are no specific advantages or disadvantages to the agency. Regulations that set standards
for practice may create an opportunity for complaints for non-compliance, but under current laws
and regulations, failure to appropriately provide and monitor anesthesia could be considered
substandard care and subject the licensee to disciplinary action. The advantage of these
regulationsis derived from having more specific, objective standards on which to base such a
decision or make findingsin a disciplinary case involving sedation or anesthesia. However, with
more complete and objective rules to follow, practitioners who are conscientious about their
practice and protecting their patients should be able to avoid incidents of unprofessional conduct
related to delivery of anesthesia.

Fiscal Impact

Please identify the anticipated fiscal impacts and at a minimum include: (a) the projected cost to the state
to implement and enforce the proposed regulation, including (i) fund source / fund detail, (ii) budget
activity with a cross-reference to program and subprogram, and (iii) a delineation of one-time versus on-
going expenditures; (b) the projected cost of the regulation on localities; (c) a description of the
individuals, businesses or other entities that are likely to be affected by the regulation; (d) the agency’s
best estimate of the number of such entities that will be affected; and e) the projected cost of the
regulation for affected individuals, businesses, or other entities.

Projected cost to the stateto implement and enfor ce:

() Fund source: As a specia fund agency, the Board must generate sufficient revenue to
cover its expenditures from non-general funds, specificaly the renewa and application fees it
charges to practitioners for necessary functions of regulation.

(i) Budget activity by program or subprogram: There is no change required in the budget
of the Commonwealth as a result of this program.
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(iii) One-time versus ongoing expenditures: The agency will incur some one-time costs
(less than $2,000) for mailings to the Public Participation Guidelines mailing lists, conducting a
public hearing, and sending copies of fina regulations to regulated entities. Every effort will be
made to incorporate those into anticipated mailings and Board meetings already scheduled.

Projected cost on localities:
There are no projected coststo localities.

Description of entitiesthat arelikely to be affected by regulation:
The entities that are likely to be affected by these regulations would be licensed dentists and
denta hygienists.

Estimate of number of entitiesto be affected:
Currently, there are 3,709 dental hygienists and 5,390 dentists who hold alicensein Virginia
Projected coststo the affected entities:

For those dentists and ancillary personne who may not meet the stated qualifications for
administration of anesthesia or sedation, there would be some additiona cost for compliance.
Advanced cardiac life support certification typically requires 16 hours of class at a cost of $250 to
$300; basic cardiac life support certification requires 8 hours of class at a cost of $150 to $200.
Both courses are available on weekends and do not require any disruption of awork schedule.

Dentists who do not meet the current educational requirements for use of conscious sedation may be
able to become qualified under the proposed regulation by completing a40-hour clinical course. To
do so generally necessitates attendance at a seminar or course at a cost of less than $1,000.
Becoming qualified to administer conscious sedation is not necessary to a genera dentistry practice;
it would be a choice based on a practitioner’ s decision that it would be beneficial to his practice and
his patients to have that option available. Therefore, any cost incurred for completion of the
required hours of training would be more than offset by additional fees that could be charged for
that service.

Detail of Changes

Please detail any changes, other than strictly editorial changes, that are being proposed. Please detail
new substantive provisions, all substantive changes to existing sections, or both where appropriate. This
statement should provide a section-by-section description - or cross-walk - of changes implemented by
the proposed regulatory action. Where applicable, include citations to the specific sections of an existing
regulation being amended and explain the consequences of the proposed changes.

18 VAC 60-20-10. Definitions.

» The Board recommends deleting several definitions and adding othersin order to provide
clarity for terms used in the regulation of anesthesia and sedation. The terms “conscious
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sedation” and “local anesthesia” are amended to update the term as used in practice and in
regulation. A definition of “general anesthesia’ is given in conjunction with the term “deep
sedation” since the state of consciousness and response can easily flow from one state to the
other, and the old definition of “general anesthesia’ iseliminated. Termsthat are no longer
used in regulation have also been eliminated.

* Thedefinitions for “monitoring general anesthesia and conscious sedation” and “monitoring
nitrous oxide oxygen inhalation analgesia’ are deleted from this section and the requirements
contained therein included in monitoring requirementsin Part V.

18 VAC 60-20-16. Addressof record.

Amendments delete a prohibition on the use of a post office box number in providing an address
to the Board and the requirement that a dental hygienist provide aresidential address. Since
licensee information is currently posted on the departmental website or available viaa FOIA
request, some licensees have expressed safety concerns about having their resident address listed.

18 VAC 60-20-20. Licenserenewal and reinstatement.

The regulation for reinstatement of alapsed license currently authorizes the executive director of
the Board to reinstate a license provided the applicant can “demonstrate continuing competence;”
no specific requirement was established. To provide a clear standard by which the applicant’s
competency can be measured, the Board proposes requiring evidence of continuing education
and possibly active practice in another state or current board specialty.

18 VAC 60-20-50. Requirementsfor continuing education.

In number 14 of subsection C, the Board has the authority to approve other continuing education
sponsors in addition to those listed in regulation. By Board action, the MCV Orthodontic and
Research Foundation and the Dental Assisting National Board have been approved, so for clarity
and consistency, the Board proposes to add those entities to the list.

The Board has also reduced the burden of compliance for persons who have alowed their license
to lapse by requiring no more than 3 years' worth (45 hours) of continuing education regardless
of the number of years out of active practice.

18 VAC 60-20-60. Education.

» The Board proposes to amend the educational requirement to specify that an applicant must
be a graduate of an accredited or approved program which consists of a pre-doctoral dental
education program or at least a one year post-doctoral clinical program in general dentistry or
a post-doctoral program in any specialty recognized by the Commission on Dental
Accreditation of the American Dental Association. Current language states that the applicant
must be a graduate of a school recognized by the Commission; however, the Commission
only recognizes dental programs, not dental schools. The amendment is consistent with
current Board policy.
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18 VAC 60-20-70. Licensure examinations.

» |If the practitioner has taken the licensure examination more than five years prior to applying
for licensurein Virginia, current regulations require continuous active practice during that
entire period. The Board has adopted a somewhat less restrictive rule that would continue to
require evidence of active practice (48 out of the last 60 months) to permit short gapsin
practice or hours of continuing education could also indicate continued competency.

» Board members who have participated in testing of candidates have concerns about those that
have failed in multiple attempts. Since the testing is performed on live patients, thisisan
issue of public safety, so the Board adopted a requirement for additional training after three
failed attempts at passage. For dentists, the requirement is 14 hours of additional clinical
training in each treatment section to be retested, and for dental hygienists, the requirement is
7 hours of each treatment section.

» Current regulations require passage of an examination on the applicable Virginia dental and
dental hygiene laws and regulations. Other boards within the Department have adopted
requirements for the candidates to attest that they have read and understand the applicable
rules. The Board proposes to accept a signed statement attesting to areview and
understanding of the laws and regulations.

* For dental hygienists who are seeking licensure by endorsement, the Board proposes to add a
reguirement for submission of a HIPDB report, which would notify the Board of disciplinary
action in another state.

18 VAC 60-20-90. Temporary permit, teacher’slicense and full-time faculty license.

* TheBoard intendsto clarify certain portions of this section for consistency with the Code;
regulations state that atemporary permit isvalid until the release of grades of the next
examination, but the Code states that it is valid until the second June after issuance. That
discrepancy is confusing to permit-holders and sometimes results in the regulations being
more restrictive than the Code.

» TheBoard has also clarified that holders of afull-time faculty license are permitted to
practice and accept fee for service pursuant to § 54.1-2714.1 of the Code.

» Applicantsfor faculty licenses or temporary permits will also be asked to attest that they
have read and understand the laws and regulations rather than having to pass a jurisprudence
examination.

18 VAC 60-20-105. Inactivelicense.

The Board proposes to eliminate an unnecessary provision requiring someone to hold an inactive
license for more than one year before he can request reactivation. Thereisalso aclarification
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that the requirement for evidence of continuing education cannot exceed 45 hours (or the
equivalent of 3 years).

Part 1V. Thetitle of this section is changed to reflect the scope of regulations for
anesthesia, sedation and analgesia.

18 VAC 60-20-106. General provision.

» Subsection A is added to indicate requirements of Part 1V do not apply to administration of
local anesthesiain dental offices or to the administration anesthesiain hospitals or facilities
directly maintained or operated by the federal government. Similar languageis now in
subsection D of section 130.

» Subsection B specifies that high risk patients shall not be provided anesthesia or sedation in a
dental office and that patients with moderate risk should only be given anesthesia after
consultation with a physician treating that patient.

The next three sections set forth Board requirementsfor the various levels of analgesia,
anesthesia or sedation. In each, requirementsfor education and training, equipment, and
monitoring are described.

18 VAC 60-20-107. Administration of anxiolysisor inhalation analgesia.

* Theadministration of anxiolysis or inhalation analgesia (nitrous oxide) can be provided to
patients by a dentist who understands and has had training in the medications used, the
physiological effects and potential complications. No specific training is required for this
level of analgesia.

» Basic equipment is required in the office to measure blood pressure and oxygen levels and to
assist a patient with respiration, should that become necessary.

» Inorder to monitor a patient being treated with anxiolysis or inhalation analgesia, there must
be an assistant with the dentist to help in monitoring the level of consciousness.

» |If being discharged to his own care, the dentist must ensure that the patient exhibits normal
responses.

18 VAC 60-20-110. Requirementsto administer deep sedation/general anesthesia.

» The Board proposes to include in this section the requirements to administer deep sedation or
general anesthesia, since by definition they are the same. Training requirements do not differ
from current rulesin subsection A, but a new subsection B adds requirements for additional
training in advanced resuscitation techniques and a current DEA registration.

» Subsection C clarifies the exceptions to the requirements for training.

* Subsection D issimilar to the current language in section 130 B, which has been repeal ed.

» Subsection E states the emergency equipment and techniques that must be employed.
Currently, equipment requirements for all forms of sedation and anesthesia are listed in
section 130 A. In the proposed regulation, the Board has added pul se oximetry, blood
pressure monitoring equipment, appropriate emergency drugs, EKG monitoring equipment
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and temperature measuring devices as basic equipment essential for safe administration of
deep sedation or general anesthesia.

» Subsection F sets out the requirements for monitoring and discharge. Current regulations
(section 130 C) for the anesthesia team and discharge are restated in subdivision 1. In
addition, there is more specificity about monitoring the patient beginning immediately after
anesthesia or sedation has been induced and continuously throughout the procedure.

18 VAC 60-20-120. Conscious sedation.

* Thereare currently two methods by which alicensee can be qualified to administer conscious
sedation: 1) completion of training in this treatment modality while enrolled in an accredited
dental program or a post-doctoral program; or 2) self-certification issued by the Board to
dentists who were using anesthesia or conscious sedation prior to January 1989 before the
time dental programs included education in sedation. Subsection B of section130 currently
requires posting a certification of education or the certificate issued by the Board. In the
proposed regulation, the Board proposes to require those who were not qualified by an
educational program to obtain 12 hours of approved CE directly related to administration of
conscious sedation by March of 2005. In addition, the Board proposes a third method by
which a dentist, who does not meet the current requirements, could become qualified to
administer conscious sedation. That would consist of a program of at least 40 hours of
clinical training in the treatment modality.

* A requirement is proposed to ensure that al dentists who administer conscious sedation or
general anesthesia would have to have certification in Advanced Cardiac Life Support,
current DEA registration.

» Subsection D specifies the emergency equipment and techniques required for conscious
sedation, which are identical to those currently stated in subsection A of section 130 with the
addition of #7, requiring the dentists to have on hand appropriate emergency drugs for patient
resuscitation.

e Subsection E sets out the requirements for the treatment team in monitoring the patient until
discharge and requires that the person who administers the sedation remain on the premises
until the patient is responsive and ready for discharge.

18 VAC 60-20-130. General information. (This section would be repealed, and all
requirements placed in other sections of the regulation.)

18 VAC 60-20-135. Training for ancillary personnel. (new section)

The Board proposes to require dentists who employ ancillary personnel to assist in the
administration and monitoring of sedation and anesthesia to document that such personnel have
had minimal training and certification. The minimal requirement for ancillary personnel include
certification in Basic Cardiac Life Support and a clinically-oriented course approved by the
Board devoted primarily to responding to clinical emergencies. Certification as a certified
anesthesia assistant (CAA) by the American Academy of Oral and Maxillofacial Surgeons would
be acceptable evidence of competency and training.

18 VAC 60-20-195. Radiation certification.
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There are currently four methods by which a dental assistant can be qualified to expose dental x-
ray film, including passage of an examination offered by the Board. The Board intends to
eliminate that examination and add a provision that allows someone to be qualified by
completion of aradiation course and examination offered by the Dental Assisting National
Board.

Alternatives

Please describe the specific alternatives to the proposal considered and the rationale used by the agency
to select the least burdensome or intrusive alternative that meets the essential purpose of the action.

To ensure minimal competency for licensure, the Board considered several revisions to
requirements for education and examination that would more clearly state criteria acceptable for
licensure or reinstatement of alapsed license. Initially, the Board recommended that an
applicant for licensure have evidence of completion of an accredited dental program that
consisted of a pre-doctoral dental education or a 24-month post-doctoral program. Our review of
Accreditation Standards for Advanced Education Programsin General Dentistry from the
Commission on Dental Accreditation indicated that 12-month advanced programs are accredited
in general dentistry, so the proposal that was adopted modified the regulation accordingly.
Accredited post-doctoral programs in a specialty consist of a minimum of two years with
programsin oral and maxillofacial surgery consisting of four years.

Further, the Board addressed the problem of repeated failures on the licensure examination by a
small number of applicants. The Southern Regional Testing Agency (SRTA) provided the
examination approved by the Virginia Board for licensure. It istheir policy to require any
candidate who has failed a section of the examination three times to meet the requirements of the
state in which he is seeking licensure prior to re-testing on that section or sections. Virginia has
had no requirements for remediation, resulting in harm to patients and concerns about
responsibility of the school where the examination is given for post-operative care. According to
statements from SRTA, the typical example of patient harm and consequences for post-op care
would be asituation in which a candidate is testing for amalgam (filling teeth) and either
overdrills and breaks atooth, leaving the patient with the need for a crown. Board members who
are testersfor SRTA have observed actual harm to patients, and SRTA reports that there were 6
cases in the past 3 years in which candidates who have repeatedly failed a section of the
examination were stopped during the test for poor professional judgment or excessive treatment.
Initialy, the Board proposed requiring completion of a one-year clinical program for persons
who have failed 3 times, but determined that was overly burdensome because much of that
program would likely cover areas of treatment in which the applicant had already demonstrated
competency in the examination. Therefore, the Board opted for a minimal amount of
remediation consisting of 14 hours of additional clinical training in each section to be retested for
dentists and 7 hours of additional training for dental hygienists.

To determine whether the existing regulation was achieving the purpose of protecting the public
health and safety in the delivery of anesthesia and sedation services, the Board sent a
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guestionnaire to a group of practicing dentists with extensive knowledge and experience in the
administration of anesthesia and sedation. The issues that were addressed included:

* The need to clarify the distinctions regarding the use of inhalation analgesia, conscious
sedation, deep sedation and general anesthesia.

From the comments received and an examination of regulations from a number of other states,
the Board concluded that some additional clarification was needed to further define the
distinction and requirements for various levels of analgesia, sedation and anesthesia. Other
states require a separate permit to perform general anesthesia or deep sedation, annual on-site
inspection of anesthesia and monitoring equipment, and standards for the treatment and recovery
areas of the facilities, but the Board has not chosen to propose that level of regulation. It does
concur that additional definitions are needed and that some regulations need to be amended to
assure safe delivery of services and appropriate preparation for emergencies.

* The need for standards for ancillary personnel who monitor or who are otherwise
engaged in general anesthesi a/conscious sedation.

It was agreed by all commenters and members of the Board that some specified standards and
training are necessary for ancillary personnel — or as one dentist wrote, “standards for ancillary
personnel who monitor sedated patients are critical.” Certification in radiation safety is required
for those who do dental x-rays, soitislogical to conclude that a similar standard should be
created for those who are involved with anesthesia and sedation and may have the responsibility
for monitoring a patient and handling a medical emergency. At the least, those persons need to
be certified in Basic Life Support or its equivalent. The Board isworking with the dental school
at the Medical College of Virginia and other organizations to develop a course that would be
reasonable, accessible, and effective. Comments on thisissue will be important in the
consideration and promulgation of aregulation for anesthesia personnel.

» The methods and equipment that are necessary for a dental office using conscious
sedation, general anesthesia and deep sedation.

In addition to the equipment and requirements for monitoring that are in existing regulation, the
Board has received comment that more precautions need to be established depending on the level
of sedation. Comment from practitioners indicated that the standard should parallel outpatient
ambulatory surgery centers. For a dentist who routinely performs light conscious sedation on
healthy patients, the complete armamentarium for general anesthesia may seem burdensome, but
mostly unavoidable to adequately protect the public. In proposed regulations, the emergency
equi pment necessary for conscious sedation is the same asis found in current regulations with
the addition of appropriate emergency drugs for patient resuscitation. 1n addition to that
equipment, dentists who utilize general anesthesiain office-based surgery would be required to
have EKG monitoring equipment and temperature measuring devices. In addition, the proposed
regulations require the treatment team for conscious sedation to consist of the operating dentist
and a second person to monitor and assist. The requirement for the operating team for general
anesthesiais the same as in the current regul ations.
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Also considered, but not adopted were requirements for written emergency protocols including
transfer to a hospital, annual inspection of anesthesia equipment, and a prohibition on conscious
sedation in dental officesfor children under the age of 12. It was clearly stated that
administration of local anesthesia or administration of anesthesiain alicensed hospital does not
fall under these regulations. There are also limitations placed on who is eligible for anesthesiain
adental office, and it may not include patientsin high risk categories (Class 1V and V) and may
only include patientsin Class |11 after consultation with a physician who treats that patient.

» Theneed for additional qualifications or standards for dentists who administer general
anesthesia or conscious sedation.

Recommendations for additional qualifications that were considered included: 1) requiring a
permit to provide general anesthesia and conscious sedation to be renewed annually; 2) requiring
Advanced Cardiac Life Support (ACLS) certification and current DEA registration; and 3)
training to the level of competency consistent with Part | and Part 111 of the ADA guidelines.
The Board did not adopt a requirement for an annual permit, but it did accept a recommendation
for requiring ACLS or PALS (pediatric). No cardiac life support course isrequired for dentists
who only administer anxiolysis or inhalation analgesia.

The Board also heard testimony from afew dentists who are not currently qualified to administer
conscious sedation but would like to include such a practice. Before anesthesia was incorporated
into the dental school curriculum, dentists could be issued a certificate qualifying them to
administer conscious sedation; those certificates are no longer issued. Under the current rules,
the only educational pathway was completion of training while enrolled at an accredited dental
program. To provide a means for practicing dentists to become qualified, the Board adopted an
option requiring 40 hours of clinical training for this treatment modality. To ensure that dentists
who were previously issued a certificate have remaining current in their knowledge of sedation,
the Board' s amendment would require completion of 12 hours of approved continuing education
by 2005.

Public Comment

Please summarize all public comment received during the NOIRA comment period and provide the
agency response.

Prior to initiating a periodic review of this regulation, the Board published a notice of the review
and solicited comment from March 26, 2001 to April 25, 2001. Comment was requested on
whether the existing regul ation was essential to protect the health, safety and welfare of the
public in providing assurance that licensees are competent to practice and on alternatives or
suggestions for clarification that could make the regulation less burdensome. Based on comment
and review of rules governing the use of sedation and anesthesia in the practice of dentistry in
other states, the Board began the process of developing draft amendments for consideration and
comment by licensees.

Following athorough review of the regulations and consultation with practitioners and educators
who have expertise in anesthesia and sedation, the Board published a NOIRA on May 20, 2002
noting the substance of regulatory changes being contemplated and requesting comment until
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June 19, 2002. The comment received from seven persons consisted of suggested language for
sedation and anesthesia, including appropriate definitions, training, and monitoring, which the
Board incorporated into its working draft. Throughout the development of the regulations, the
Board utilized the services of an ad hoc committee with expertise in sedation and anesthesia.
The committee consisted of two oral and maxillofacial surgeons, who are qualified to administer
general anesthesia as well as lesser forms of sedation or analgesia, and two professors from the
VCU School of Dentistry who teach dental studentsin the departments of endodontics and
pediatric dentistry and anesthesiology.

From January 2001through December of 2002, the Regulatory Committee and the Board have
continuously worked on amendments to regulations through numerous drafts and opportunities
for public comment during the course of meetings. Draft regul ations were made available to
licensees, some of who expressed their views to the Board in writing or in person. Accordingly,
the Board adopted those regulations that were reasonable but necessary to protect patients.

Clarity of the Regulation

Please provide a statement indicating that the agency, through examination of the regulation and relevant
public comments, has determined that the regulation is clearly written and easily understandable by the
individuals and entities affected.

Members of the Board met in numerous open sessions to work on the proposed regulations. The
public, including representatives of the Virginia Dental Hygiene Association and the Virginia
Dental Association, and a number of individuals dentists participated in and commented on draft
regulations during the course of those meetings. No comments have been received regarding the
need for clarity in the proposed amendments. The Assistant Attorney General who provides
counsel to the Board has been involved during the development and adoption of proposed
regulations to ensure clarity and compliance with law and regul ation.

Periodic Review

Please supply a schedule setting forth when the agency will initiate a review and re-evaluation to
determine if the regulation should be continued, amended, or terminated. The specific and measurable
regulatory goals should be outlined with this schedule. The review shall take place no later than three
years after the proposed regulation is expected to be effective.

Public participation guidelines require the Board to review regulations each biennium or as
required by Executive Order. These regulations will be reviewed again during the 2005-06 fiscal
year.

Family Impact Statement

Please provide an analysis of the proposed regulatory action that assesses the potential impact on the
institution of the family and family stability including the extent to which the regulatory action will: 1)
strengthen or erode the authority and rights of parents in the education, nurturing, and supervision of their
children; 2) encourage or discourage economic self-sufficiency, self-pride, and the assumption of
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responsibility for oneself, one’s spouse, and one’s children and/or elderly parents; 3) strengthen or erode
the marital commitment; and 4) increase or decrease disposable family income.

The proposed regulatory action would not strengthen or erode the authority and rights of parents,
encourage or discourage economic self-sufficiency, strengthen or erode the marital commitment
or increase or decrease disposable family income.



