Notice of Proposed Rule

DEPARTMENT OF HEALTH
Dental Laboratories
RULE NOS.:

RULE TITLES: 

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

PURPOSE AND EFFECT: To clarify maintenance requirements for electronic dental appliance prescriptions; to update the dental laboratory renewal registration form to comply with recently enacted legislation; and, to provide for acceptance of certification as a Dental Laboratory Technician as demonstration of compliance with continuing education requirements for owners and designated employees of dental laboratories. To provide the process and form for conducting a biennial survey of the physician assistant workforce pursuant to recently enacted legislation.

SUMMARY: The rule amendment clarifies prescription maintenance requirements, updates the registration renewal application and accepts certain certifications as demonstration of compliance with continuing education requirements for dental laboratory owners and designated employees.

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 not been prepared by the Agency. 

The Agency has determined that the proposed rule is not expected to require legislative ratification based on the statement of estimated regulatory costs or if no SERC is required, the information expressly relied upon and described herein: Based on the SERC checklist, this rulemaking will not have an adverse impact on regulatory costs in excess of $1 million within five years as established in s.120.541(2)(a), F.S.

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: 466.032, 466.038, FS.

LAW IMPLEMENTED: 456.013, 466.021, 466.032, 466.033, 466.036, 456.004(1), 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, 4052 Bald Cypress Way, Bin #C-08, Tallahassee, Florida 32399 or Jennifer.Wenhold@FlHealth.gov.

THE FULL TEXT OF THE PROPOSED RULE IS:

64B27-1.001 Dental Laboratory Inspections, and Practice and Procedure for Healthy and Safe Dental Laboratory Operation.
(1) No change.
(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, for each separate appliance and for a period of four years, the original or electronic copy of a prescription from a licensed dentist for each separate appliance or artificial oral restorative oral device a work order from a licensed dentist 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) through (4) No change.
Rulemaking Specific 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,               .
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 2/10), Dental Laboratory Registration Application, incorporated by reference and available at https://www.flrules.org/Gateway/reference.asp?No=ref-#####, which can be obtained from the dental laboratory office, 4052 Bald Cypress Way, Bin C08, Tallahassee, Florida 32399-3258 or at www.doh.state.fl.us/mqa/dentistry.
(2) through (3) No change.
Rulemaking Authority 466.038 FS. Law Implemented 466.032(1), 466.033 FS. History–New 2-10-93, Formerly 21-29.002, 61E4-1.002, Amended 10-29-95, Formerly 59CC-1.002, Amended 1-9-02, 10-23-05, 4-5-10,                .
64B27-1.003 Continuing Education Requirements.

(1) through (5) No change.
(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)(6) 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)(7) The CE requirement does not apply to a dental laboratory physically located within the office of a licensed dentist.

Rulemaking Authority 466.032, 466.038 FS. Law Implemented 456.013, 466.032 FS. History–New 5-21-09, Amended             .

NAME OF PERSON ORIGINATING PROPOSED RULE: Jennifer Wenhold, Executive Director
NAME OF AGENCY HEAD WHO APPROVED THE PROPOSED RULE: Celeste Philip, MD, MPH, Surgeon General and Secretary
DATE PROPOSED RULE APPROVED BY AGENCY HEAD: November 8, 2017
DATE NOTICE OF PROPOSED RULE DEVELOPMENT PUBLISHED IN FAR: September 6, 2017
