CHAPTER 64B27-1

DENTAL LABORATORIES

64B27-1.001 
Dental Laboratory Inspections, and Practice and Procedure for Healthy and Safe Dental Laboratory Operation

64B27-1.002 
Dental Laboratory Biennial Registration

64B27-1.003 
Continuing Education Requirements

64B27-1.001 Dental Laboratory Inspections, and Practice and Procedure for Healthy and Safe Dental Laboratory Operation.

(1) Each dental laboratory registered by the Department of Health to operate in the State of Florida shall be subject to periodic inspections by Department personnel at least one time during the calendar year. Such inspections shall be conducted during regular business hours and may occur with or without notice.

(2) The following practice and procedure shall be implemented by each registered dental laboratory in the State of Florida and be subject to inspection pursuant to subsection (1), of this section. Each registered dental laboratory shall:

(a) Be clean and orderly and in good repair, with regard to normal fabrication procedures at time of inspection;

(b) All waste materials properly disposed of at the end of each day according to local restrictions;

(c) Maintain on the laboratory premises a copy of the laboratory registration so it is readily available for inspection by Department personnel;

(d) Maintain on the laboratory premises for four years the original or electronic copy of a prescription from a licensed dentist for each separate appliance or artificial oral restorative oral device authorizing construction or repair of the specified artificial oral appliance; and,
(e) Maintain on the laboratory premises a written policy and procedure document on sanitation. Said policy shall include, but not necessarily be limited to:

1. Intake and disinfection procedure for each appliance, impression, bite, or other material posing a possible contamination risk received by the laboratory; and,
2. Separate procedure for handling dental appliances, and impressions previously identified by the dentist, known to have come from carriers of the HBV and/or HIV virus.

(3) Each registered dental laboratory shall have a designated receiving area. The following procedure shall be followed in the receiving area:

(a) Work surfaces and counter tops shall be constructed of non-porous materials which shall be disinfected daily with a chlorine compound, a combination synthetic phenolic, or an iodophor solution that has been diluted according to the manufacturer’s directions.

(b) Employees working in the receiving area shall wear disposable gloves, and as an option may wear a facial mask or protective eyewear.

(4) The following dental equipment and supplies shall not be permitted in a registered dental laboratory in this state:

(a) Dental chairs.

(b) X-ray machines.

(c) Anesthetics, sedatives, or medicinal drugs, other than personal prescriptions.

Rulemaking Authority 466.038 FS. Law Implemented 466.021, 466.036 FS. History–New 5-26-91, Formerly 21-29.001, 61E4-1.001, 59CC-1.001, Amended 8-6-06, 1-31-18.

64B27-1.002 Dental Laboratory Biennial Registration.

The Department shall issue a registration certificate entitling the holder to operate a dental laboratory for a period of two years, after the Department has received from the registering person, firm, or corporation:

(1) The registration form DH-MQA 1228 (7/17), Dental Laboratory Registration Application, incorporated by reference and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-08933.

(2) A biennial registration fee of $200.00; and,
(3) The operator of a dental laboratory shall notify the Department of a change in ownership or address within 30 days. The closure of the laboratory constitutes a change of address. Failure to timely notify the Department of a change in ownership or address, including closure of a laboratory, is grounds to deny an application for registration of a laboratory.
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 SEQ CHAPTER \h \r 164B27-1.003 Continuing Education Requirements.

(1) On or after July 1, 2010, each registered dental laboratory owner/operator or a designated employee must complete 18 hours of continuing education (CE) biennially. The owner/operator or agent as listed on the registration has the responsibility to ensure that the CE provider has submitted or the owner has self-submitted course completion information within the CE tracking system in accordance with rule Chapter 64B-5, F.A.C. The records retained by the laboratory to document completion of the required CE shall either include evidence that the owner/operator completed the course hours or that the course hours were completed by a designated employee who worked at the laboratory for at least one full year during the biennium as documented by time cards, pay stubs, or federal W-2 forms.

(2) Organizations, schools, and agencies that meet the criteria set in Section 466.032, F.S., and in this rule shall apply and will be granted approval to develop and offer continuing education courses in accordance with Rule 64B5-12.017, F.A.C.

(3) As part of the hours required biennially, the owner/operator or designated employee must complete two hours of coursework relating to the prevention of medical errors including root-cause analysis, error reduction and prevention, patient safety, infection control, and/or standards on employee safety required by state or federal laws or regulations.

(4) As part of the hours required biennially, the owner/operator or designated employee must complete a one to three hour course on the laws and rules that govern dental laboratories and dental technicians.

(5) Attendance at lectures, study clubs, college courses, conventions, and research shall be included for fulfillment of the CE requirement if sponsored for dentists or dental technicians by an approved provider or if approved by the executive director for dental laboratories and the Board of Dentistry as meeting the content requirements specified by law. For an up-to-date report on approved providers contact the office regulating dental laboratories at 4052 Bald Cypress Way, Bin #C08, Tallahassee, Florida 32399, telephone number (850)245-4474.

(6) Owners or designated employees that are certified by the National Board for Certification in Dental Laboratory Technology as a Dental Laboratory Technician during the biennium can demonstrate compliance with the continuing education requirements of this rule by entering his or her Certified Dental Technician certification number and submitting a copy of his or her active certification card in the CE tracking system.
(7) As part of the hours required biennially, the owner/operator or designated employee may satisfy up to four hours by the performance of pro bono services to the indigent or to underserved populations or in areas of critical need provided that the prescribing dentist is serving these populations and the patient beneficiary falls within one of these categories.

(8) The CE requirement does not apply to a dental laboratory physically located within the office of a licensed dentist.
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