Notice of Proposed Rule

DEPARTMENT OF HEALTH
Board of Dentistry
RULE NO.: RULE TITLE: 

64B5-14.009: Conscious Sedation Requirements: Operatory, Recovery Room, Equipment, Medicinal Drugs, Emergency Protocols, Records, and Continuous Monitoring

PURPOSE AND EFFECT: The Board proposes the rule amendment to clarify language concerning standard equipment for the operating and recovery room and to add mandatory equipment (capnograph). The language regarding continuous monitoring will be clarified.

SUMMARY: Language concerning standard equipment for the operating and recovery room will be clarified. Language regarding continuous monitoring will be clarified.

SUMMARY OF STATEMENT OF ESTIMATED REGULATORY COSTS AND LEGISLATIVE RATIFICATION: 

The Agency has determined that this will not have an adverse impact on small business or likely increase directly or indirectly regulatory costs in excess of $200,000 in the aggregate within one year after the implementation of the rule. A SERC has been prepared by the Agency. 

The following is a summary of the SERC:

• It is unlikely that the rule amendment will have an adverse impact on economic growth, private sector job creation or employment, or private sector investment in excess of $1 million in the aggregate within 5 years after the implementation of the rule.

• It is unlikely that the rule amendment will have an adverse impact on business competiveness, including the ability of persons doing business in the state to compete with persons doing business in other states or domestic markets, productivity, or innovation in excess of $1 million in the aggregate within 5 years after the implementation of the rule.

• It is unlikely that the rule amendment will increase regulatory costs, including any transactional costs, in excess of $1 million in the aggregate within 5 years after the implementation of the rule.

• The rule amendment would only affect those dentists who hold an active conscious sedation permit. As of November 5, 2015, 414 dentists in the state hold that permit.

• The rule amendment will not impose any additional costs to the agency.

• The rule amendment would require every dentist that holds the conscious sedation permit to obtain additional equipment, specifically a capnograph. It is estimated that the cost for a capnograph ranges between $700 and $1,000.

• The 414 dentists who hold a conscious sedation permit would spend an estimated $850 for a capnograph which would total $351,900. The dentists would pay sales tax on this equipment for a total of $21,114, based upon Florida’s 6% tax rate. Therefore the total impact of the rule amendment on small business within one year would be approximately $373, 014. Because the equipment is not likely to be replaced over the next five years, the impact to small business over the next five years would be approximately the same as the amount in the first year, $373,014.

Any person who wishes to provide information regarding a statement of estimated regulatory costs, or provide a proposal for a lower cost regulatory alternative must do so in writing within 21 days of this notice.

RULEMAKING AUTHORITY: 466.004, 466.017 FS.
LAW IMPLEMENTED: 466.017 FS.
IF REQUESTED WITHIN 21 DAYS OF THE DATE OF THIS NOTICE, A HEARING WILL BE SCHEDULED AND ANNOUNCED IN THE FAR.

THE PERSON TO BE CONTACTED REGARDING THE PROPOSED RULE IS: Jennifer Wenhold, Executive Director, Board of Dentistry, 4052 Bald Cypress Way, Bin #C08, Tallahassee, Florida 32399-3258.

THE FULL TEXT OF THE PROPOSED RULE IS: 

64B5-14.009 Conscious Sedation Requirements: Operatory, Recovery Room, Equipment, Medicinal Drugs, Emergency Protocols, Records, and Continuous Monitoring.

Conscious Sedation Permit applicants and permit holders shall comply with the following requirements at each location where anesthesia procedures are performed. The requirements shall be met and equipment permanently maintained and available at each location.

(1) through (2) No change.

(3) Standard Equipment: The following standard equipment must be readily available to the operatory and recovery room and must be maintained in good working order:

(a) A positive pressure oxygen delivery system and backup system, including full face mask for adults and for pediatric patients, if pediatric patients are treated;

(b) Oral and nasal airways of various sizes; 

(c) Blood pressure cuff and stethoscope;

(d) A pulse oximeter which provides continuous monitoring of pulse and rate of oxygen saturation of the blood shall be used during each procedure;

(e) A Precordial stethoscope or capnometer;

(f) Capnograph;
(f) through (i) renumbered (g) through (j) No change. 

(4) through (7) No change.

(8) Continuous Monitoring: The patient who is administered a drug(s) for conscious sedation must be continuously monitored intraoperatively by pulse oximetry, and capnograph to provide pulse rate, oxygen saturation of the blood, and ventilations (end-tidal carbon dioxide). A precordial/pretracheal stethoscope must be available to assist in the monitoring of the heart rate and ventilations.
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