Notice of Proposed Rule

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

64B8-9.0091
Requirement for Physician Office Surgery Registration; Inspection or Accreditation

PURPOSE AND EFFECT: The proposed rule amendment will incorporate the office surgery registration application into the rule and the text will be updated as needed.

SUMMARY: The proposed rule amendment incorporates the application into the rule and update text.

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: During discussion of the economic impact of this rule at its Board meeting, the Board concluded that this rule change will not have any impact on licensees and their businesses or the businesses that employ them. The rule will not increase any fees, business costs, personnel costs, will not decrease profit opportunities, and will not require any specialized knowledge to comply. This change will not increase any direct or indirect regulatory costs. Hence, the Board determined that a Statement of Estimated Regulatory Costs (SERC) was not necessary and that the rule will not require ratification by the Legislature. No person or interested party submitted additional information regarding the economic impact at that time.

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: 458.309(1), 458.328(2) FS.
LAW IMPLEMENTED: 456.069, 458.328 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: Paul Vazquez, J.D., Executive Director, Board of Medicine/MQA, 4052 Bald Cypress Way, Bin #C03, Tallahassee, Florida 32399-3253, Paul.Vazquez@flhealth.gov

THE FULL TEXT OF THE PROPOSED RULE IS:
64B8-9.0091 Requirement for Physician Office Surgery Registration; Inspection or Accreditation.
(1) Registration.
(a) Office Registration. An office in which a physician performs liposuction procedures where more than 1,000 cubic centimeters of supernatant fat is removed, a Level II office surgery, or a Level III office surgery shall register with the Department of Health (Department) unless the office is licensed as facility under Chapter 390 or Chapter 395, F.S. Every office performing surgery as defined in section 458.328, F.S., that is not licensed as a facility under Chapters 390 or 395, F.S., must register with the Department of Health by submitting Form DH-MQA 1031, Office Surgery Registration Application, effective 8/2024, incorporated by reference and available at http://www.flrules.org/Gateway/reference.asp?No=Ref-      . The office must notify the Department within 10 calendar days after the termination of a designated physician relationship and must notify the Department of the designation of another physician to serve as the designated physician. 
(b) Pre-Registration Inspection. The Department must complete an inspection of any location seeking registration under this section before the location may be registered as an office surgery registration. Any office seeking registration shall submit to the Department an executed application, along with all requisite supporting documentation and the registration fee required by Rule 64B-4.003, F.A.C. Upon receipt of the application, supporting documentation, and fee payment the Department shall contact the office to schedule the pre-registration inspection. The Department shall register the office upon receipt of a completed pre-registration inspection form demonstrating full compliance with Chapters 456, 458, and the rules adopted pursuant thereto. Upon a finding of any deficiencies in the initial inspection, the Department shall provide a written statement specifying said deficiencies to the designated physician at the time of inspection. Upon receipt of the written statement, the designated physician shall be given thirty (30) days to submit a corrective action plan and supporting documentation demonstrating compliance with all outlined deficiencies. The Department shall register the office upon receipt of a corrective action plan demonstrating full compliance with all identified deficiencies. If the office fails to submit a corrective action plan within thirty (30) days, or if the office submits a corrective action plan that fails to address all cited deficiencies, the request for registration shall be denied and the provisions of Chapter 120, F.S., shall apply.
(c)(b) Designated Physician. Each office registered in paragraph (1)(a) must designate a physician who is responsible for office’s compliance with the health and safety requirements of Section 458.328, F.S., Rule 64B8-9,009, F.A.C., and this rule, including any changes to the office registration in paragraph (1)(a) above. The designated physician is required to update within 10 days any modifications to the office surgery registration application regarding the recovery personnel and persons on the surgical team along with supporting documentation if said person is not a physician. The office must notify the Department within 10 calendar days after the termination of a designated physician relationship and must notify the Department of the designation of another physician to serve as the designated physician at that time or immediately cease performing office surgeries.
(c) renumbered (d) No change
(2) No change.  
(3) Accreditation.
(a) The office shall submit written notification of the current accreditation survey from a nationally recognized accrediting agency or an accrediting organization approved by the Board in lieu of undergoing an annual inspection by the Department.
(b) An office shall submit, within thirty (30) days of accreditation, a copy of the current accreditation survey of its office and shall immediately notify the Department of any accreditation changes that occur. For purposes of initial registration, an office shall submit a copy of its most recent accreditation survey in lieu of undergoing an inspection by the Department.
(c) No change. 
(4) No change.  
Rulemaking Authority 458.309(1), 458.328(3)(2) FS. Law Implemented 456.069, 458.328 FS. History–New 5-15-00, Amended 9-18-01, 8-5-03, 9-1-03, 2-9-05, 8-22-06, 10-30-07, 1-9-13, 3-3-13, 12-22-14, 3-10-20, 11-14-21, 9-11-22,           .
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