Notice of Proposed Rule

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

64B15-14.007
Standard of Care for Office Surgery

PURPOSE AND EFFECT: The proposed rule amendment is intended to clarify the standard of care for gluteal fat grafting procedures.

SUMMARY: The proposed rule amendment will clarify the standard of care for gluteal fat grafting procedures.

SUMMARY OF STATEMENT OF ESTIMATED REGULATORY COSTS AND LEGISLATIVE RATIFICATION:

The Agency has determined that this will 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 reduce personal income, total non-farm employment, private housing starts, visitors to Florida, wages or salaries, property income, or the quality of goods or services provided by Florida businesses. It is unlikely that the rule amendment will cause Florida businesses to reduce workforces, or increase regulatory costs to the extent that Florida businesses will not be able to invest in product development or other innovation.

• It is unlikely that the rule amendment will make any product or service illegal that is currently legal.

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

• The rule amendment requires every registered surgeon performing gluteal fat grafting procedures in an office surgery facility to use continuous ultrasound guidance when placing and navigating the canula to ensure the fat is placed above the muscle fascia. The reasonable cost to purchase an ultrasound machine that has capabilities to complete this procedure is $1,199.

• It is estimated that approximately 115 surgeons would be required to purchase ultrasound machines as a result of the implementation of the emergency and permanent rules for a total cost of $137,885. Because this is a one-time purchase, there are no recurring costs to any small business over the next five years.

• There is no small city or small county that will be affected by the rule amendment.

• The Board considered the costs for registered surgeons to comply with the rule amendments and determined that the relative costs to registered surgeons are minimal to ensure the safety of the patients receiving gluteal fat grafting in the State of Florida. The Board concluded that there are no other lower costs alternatives that can effectively ensure the same level of patient safety.

• No good faith written proposals for a lower cost regulatory alternative to the proposed rule were received.

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: 459.005, 459.0138(2), 459.015(1)(z), 459.026 FS.
LAW IMPLEMENTED: 459.0138, 459.015(1)(g), (x), (z), (aa), 459.026 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: Danielle Terrell, Executive Director, Board of Osteopathic Medicine/MQA, 4052 Bald Cypress Way, Bin #C06, Tallahassee, Florida 32399-3256, or by email at Danielle.Terrell@flhealth.gov.

THE FULL TEXT OF THE PROPOSED RULE IS:

64B15-14.007 Standard of Care for Office Surgery.

Nothing in this rule relieves the surgeon of the responsibility for making the medical determination that the office is an appropriate forum for the particular procedure(s) to be performed on the particular patient.
(1) No change.
(2) General Requirements for Office Surgery.
(a) through (e) No change.
(f) Standard of Care for Gluteal Fat Grafting. When performing gluteal fat grafting procedures, the surgeon(s) must comply with the following standards: 
1.  Ffat may only be injected into the subcutaneous space and must never cross the fascia overlying the gluteal muscle fascia. Intramuscular or submuscular fat injections are prohibited.

2.  When the surgeon(s) performing the procedure inject fat into the subcutaneous space, the surgeon(s) must use continuous ultrasound guidance when placing and navigating the canula to ensure that the fat is placed above the muscle facia.
3.  The surgeon(s) whose name appear on the informed consent must be the same surgeon(s) who extract or inject the fat into the patient.  The consented surgeon(s) must not delegate either the fat extraction or injection functions to another licensed or unlicensed healthcare practitioner.  
4.  The primary surgeon, the surgeon directing the care, must not perform more than five (5) gluteal fat grafting procedures in one calendar day.  
(g) through (p)  No change.
(3) through (6)  No change.
Rulemaking Authority 459.005, 459.0138(2), 459.015(1)(z), 459.026 FS. Law Implemented 459.0138, 459.015(1)(g), (x), (z), (aa), 459.026 FS. History–New 11-29-01, Amended 2-23-03, 11-2-05, 6-4-09, 8-30-10, 3-20-13, 10-3-13, 12-11-14, 5-24-15, 11-10-15, 5-31-16, 10-4-16, 9-10-17, 5-17-18, 9-11-19, 3-24-20, 5-19-22,                               .
NAME OF PERSON ORIGINATING PROPOSED RULE: Joint Surgical Care/Quality Assurance Committee, Board of Medicine and Board of Osteopathic Medicine

NAME OF AGENCY HEAD WHO APPROVED THE PROPOSED RULE: Board of Osteopathic Medicine

DATE PROPOSED RULE APPROVED BY AGENCY HEAD: February 17, 2023

DATE NOTICE OF PROPOSED RULE DEVELOPMENT PUBLISHED IN FAR: July 8, 2022
