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COMMITTEE SUBSTITUTE - Substantial Changes
Summary:

CS/CS/SB 1188 provides office surgery practice standards and additional enforcement authority
to the Department of Health (DOH) over physician offices in which physicians perform certain
liposuction procedures or gluteal fat grafting procedures, also known as Brazilian Butt Lifts
(BBL).

The bill requires that, in addition to other circumstances that require office surgery registration:

Physicians register their offices for office surgery with the DOH if they intend to perform
liposuction procedures in their offices in which more than 1,000 cc of supernatant fat is
temporarily or permanently removed. Current law does not specify temporarily or
permanently.

Physicians register their offices for office surgery with the DOH if they intend to perform
gluteal fat grafting procedures in their offices. Current law does not expressly require
registration for the performance of such procedures by name.

Physicians register their offices for office surgery with the DOH if they intend to perform
certain liposuction procedures during which the patient is rotated between the supine, lateral,
and prone positions.

The bill:

Modifies the penalty for performing surgery in an unregistered office, if the surgery requires
office registration, from a fine of $5,000 per day to $5,000 per incident, to allow the DOH to
fine a physician for multiple offenses committed during the same day.
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e Authorizes the DOH to utilize a heightened inspection procedures for office surgery
registration and updates and provides detailed directions to the DOH regarding requirements
for physician office surgery inspections and requires applicants to identify in the application
specific personnel and procedures and regularly update that information with the boards.

e Requires that physicians who have registered their offices prior to July 1, 2024, to update
their registration, if a physician performs gluteal fat grafting procedures or certain liposuction
procedures during the office surgery.

e Creates a registration update process with an updated registration inspection at next annual
inspection and provides additional time for compliance with additional requirements and
procedures upon request.

e Requires office surgery applicants to document that the applicant has met the applicable
requirements of s. 469 of the Florida Building Code for office surgery suites if they perform
gluteal fat grafting procedures or certain liposuction procedures.

e Creates new sections of statute for all levels of office surgeries to codify existing rules of the
Board of Medicine (BOM) and Board of Osteopathic Medicine (BOOM).

e Creates additional restrictions on liposuction procedures when performed in combination
with another separate surgical procedure during a single Level Il or Level 111 operation.

e Creates standards for office surgery anesthesia by adopting Standards of the American
Society of Anesthesiologists for Basic Anesthetic Monitoring.

e Authorizes the boards to make rules for additional standards of practice for office procedures
and surgeries as warranted for patient safety and the evolution of technology and practice, to
administer registration and registration update processes, and inspections and safety of office
procedures and surgeries.

e Provides an exemption for physicians who are dually licensed as dentists while such
practitioner is performing dental procedures that are regulated under the practice of dentistry.

The bill takes effect upon becoming law.
Il. Present Situation:
Regulation of Office Surgeries

The Board of Medicine (BOM) and the Board of Osteopathic Medicine (BOOM) (collectively,
the boards)?, within the DOH?, have authority to adopt rules to regulate practice of medicine and
osteopathic medicine, respectively. The boards have authority to establish, by rule, standards of
practice for particular settings.® Such standards may include education and training; medications,
including anesthetics; assistance of and delegation to other personnel; sterilization; performance
of complex or multiple procedures; records; informed consent; and policy and procedures
manuals.*

IChapter 458, F.S., regulates the practice of allopathic medicine, and ch. 459, F.S., regulates the practice of osteopathic
medicine.

2 The Dept. of Health, Division of Medical Quality Assurance (MQA), serves as the principle administrative unit for the
Board of Medicine and the Board of Osteopathic Medicine.

3 Sections 458.331(v) and 459.015(z), F.S.

41d.
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The boards set forth the standards of practice that must be met for office surgeries. An office
surgery is any surgery that is performed outside a facility licensed under ch. 390, F.S., or ch. 395,
F.S.> There are several levels of office surgeries governed by rules adopted by the boards, which
set forth the scope of each level of office surgeries, the equipment and medications that must be
available, and the training requirements for personnel present during the surgery.

Registration

A physician is required to register his or her office with the DOH to perform liposuction
procedures in which more than 1,000 cubic centimeters of supernatant fat is removed, a level 11
office surgery, or a level 111 office surgery.®

Each registered office must designate a physician who is responsible for complying with all laws
and regulations establishing safety requirements for such offices.” The designated physician is
required to notify the DOH within 10 days of hiring any new recovery or surgical team
personnel.® The office must notify the DOH within 10 calendar days after the termination of a
designated physician relationship.®

The DOH must inspect any office where office surgeries will be done before the office is
registered.? If the office refuses such inspection, it will not be registered until the inspection can
be completed. If an office that has already been registered with the DOH refuses inspection, its
registration will be immediately suspended and remain suspended until the inspection is
completed, and the office must close for 14 days.!!

The DOH must inspect each registered office annually unless the office is accredited by a
nationally recognized accrediting agency approved by the respective board. Such inspections
may be unannounced.'?

The DOH’s license verification web page indicates there are 1,816 office surgery registrations.*3

Standards of Practice

Prior to performing any surgery, a physician must evaluate the risks of anesthesia and the
surgical procedure to be performed.}* A physician must maintain a complete record of each
surgical procedure, including the anesthesia record, if applicable, and written informed consent.*®

5 Fla. Admin. Code Rs. 64B8-9.009(1)(d) and 64B15-14.007(1)(d), (2023). Abortion clinics are licensed under ch. 390, F.S.,
and facilities licensed under ch. 395, F.S., include hospitals, ambulatory surgery centers, mobile surgical facilities, and
certain intensive residential treatment programs.

6 Sections 458.328(1) and 459.0138(1), F.S.

" Fla Admin. Code Rs. 64B8-9.0091(1) and 64B15-14.0076(1), (2023).

81d.
°1d.

10 Supra note 5.

1.
124d.

13 Florida Agency for Health Care Administration, House Bill 1561, 2024 Agency Legislative Bill Analysis (Jan. 18, 2024)
(on file with the Senate Committee on Health Policy).

14 Fla. Admin. Code Rs. 64B8-9.009(2) and 64B15-14.007(2), (2023).

15 1d. A physician does not need to obtain written informed consent for minor Level | procedures limited to the skin and

mucosa.
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The written consent must reflect the patient’s knowledge of identified risks, consent to the
procedure, type of anesthesia and anesthesia provider, and that a choice of anesthesia provider
exists.®

Physicians performing office surgeries must maintain a log of all liposuction procedures in
which more than 1,000 cubic centimeters of supernatant fat is removed and Level Il and Level
111 surgical procedures performed, which includes:*’

A confidential patient identifier;

The time the patient arrives in the operating suite;

The name of the physician who provided medical clearance;
The surgeon’s name;

The diagnosis;

The CPT codes for the procedures performed;

The patient’s ASA classification;

The type of procedure performed;

The level of surgery;

The anesthesia provider;

The type of anesthesia used;

The duration of the procedure;

The type of post-operative care;

The duration of recovery;

The disposition of the patient upon discharge;

A list of medications used during surgery and recovery; and
Any adverse incidents.

Such logs must be maintained for at least six years from the last patient contact and must be
provided to the DOH investigators upon request.

For elective cosmetic and plastic surgery procedures performed in a physician’s office:°

The maximum planned duration of all planned procedures cannot exceed eight hours.

A physician must discharge the patient within 24 hours, and overnight stay may not exceed
23 hours and 59 minutes.

The overnight stay is strictly limited to the physician’s office.

If the patient has not sufficiently recovered to be safely discharged within the 24-hour period,
the patient must be transferred to a hospital for continued post-operative care.

Office surgeries are prohibited from:

Resulting in blood loss greater than ten percent of blood volume in a patient with normal
hemoglobin;

16 1d. A patient may use an anesthesiologist, anesthesiologist assistant, another appropriately trained physician, certified
registered nurse anesthetist, or physician assistant.
17 Fla. Admin. Code Rs. 64B8-9.009(2)(a) and 64B15-14.007(2)(a), (2023).

18 1d.

1% Fla. Admin. Code Rs. 64B8-9.009(2)(f) and 64B15-14.007(2)(f), (2023).
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Requiring major or prolonged intracranial, intrathoracic, abdominal, or joint replacement
procedures, excluding laparoscopy;

Involving a major blood vessel with direct visualization by open exposure of the vessel, not
including percutaneous endovascular treatment?®; or

Being emergent or life threatening.

Levels of Office Surgeries

Level |

Level I involves the most minor of surgeries, which require minimal sedation?! or local or topical
anesthesia, and have a remote chance of complications requiring hospitalization.?? Level |
procedures include:?3

Minor procedures such as excision of skin lesions, moles, warts, cysts, lipomas and repair of
lacerations, or surgery limited to the skin and subcutaneous tissue performed under topical or
local anesthesia not involving drug-induced alteration of consciousness other than minimal
pre-operative tranquilization of the patient;

Liposuction involving the removal of less than 4,000 cc supernatant fat; and

Incision and drainage of superficial abscesses, limited endoscopies such as proctoscopies,
skin biopsies, arthrocentesis, thoracentesis, paracentesis, dilation of urethra, cryptoscopic
procedures, and closed reduction of simple fractures or small joint dislocations (e.g., finger
and toe joints).

Level 11

Level 1 office surgeries involve moderate sedation®* and require the physician office to have a
transfer agreement with a licensed hospital that is no more than 30 minutes from the office.?
Level 1 office surgeries, include but are not limited to:?

Hemorrhoidectomy, hernia repair, large joint dislocations, colonoscopy, and liposuction
involving the removal of up to 4,000 cc supernatant fat; and

Any surgery in which the patient’s level of sedation is that of moderate sedation and
analgesia or conscious sedation.

A physician performing a Level 11 office surgery must:?’

2 Such treatment addresses conditions such as peripheral artery disease and other arterial blockages.

2L Minimal sedation is a drug-induced state during which the patient responds normally to verbal commands. Although
cognitive function and physical coordination may be impaired, airway reflexes, and ventilator and cardiovascular functions
are not impaired. Controlled substances are limited to oral administration in doses appropriate for the unsupervised treatment
of insomnia, anxiety, or pain.

22 Fla. Admin. Code Rs. 64B8-9.009(3) and 64B15-14.007(3), (2023).

Zd.

24 Moderate sedation or conscious sedation is a drug-induced depression of consciousness during which a patient responds
purposefully to verbal commands, either alone or accompanied by light tactile stimulations. No interventions are needed to
manage the patient’s airway and spontaneous ventilation is adequate. Cardiovascular function is maintained. Reflex
withdrawal from a painful stimulus is not considered a purposeful response.

% Fla. Admin. Code Rs. 64B8-9.009(4) and 64B15-14.007(4), (2023).

%1d.
2d.
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e Have staff privileges at a licensed hospital to perform the same procedure in that hospital as
the surgery being performed in the office setting;

e Demonstrate to the appropriate board that he or she has successfully completed training
directly related to and include the procedure being performed, such as board certification or
eligibility to become board-certified; or

e Demonstrate comparable background, training, or experience.

A physician, or a facility where the procedure is being performed, must have a transfer
agreement with a licensed hospital within a reasonable proximity?® if the physician performing
the procedure does not have staff privileges to perform the same procedure at a licensed hospital
within a reasonable proximity.

Anesthesiology must be performed by an anesthesiologist, a certified registered nurse anesthetist
(CRNA), or a qualified physician assistant (PA). An appropriately-trained physician, PA, or
registered nurse with experience in post-anesthesia care, must be available to monitor the patient
in the recovery room until the patient is recovered from anesthesia.?®

Level 1A

Level 11A office surgeries are those Level Il surgeries with a maximum planned duration of five
minutes or less and in which chances of complications requiring hospitalization are remote.*® A
physician, physician assistant, registered nurse, or licensed practical nurse must assist the
surgeon during the procedure and monitor the patient in the recovery room until the patient is
recovered from anesthesia.®! The assisting health care practitioner must be appropriately certified
in advan:ged cardiac life support, or in the case of pediatric patients, pediatric advanced life
support.

Level 111

Level 111 office surgeries are the most complex and require deep sedation or general anesthesia.
A physician performing the surgery must have staff privileges to perform the same procedure in
a hospital.3* The physician must also have knowledge of the principles of general anesthesia.

28 Transport time to the hospital must be 30 minutes of less.

29 |d. The assisting practitioner must be trained in advanced cardiovascular life support, or for pediatric patients, pediatric
advanced life support.

30 Fla. Admin. Code Rs. 64B-9.009(5) and 64B15-14.007(5), (2023).

31

1.

33 Deep sedation is a drug-induced depression of consciousness during which a patient cannot be easily aroused but responds
purposefully following repeated or painful stimulation. The ability to independently maintain ventilatory function may be
impaired. A patient may require assistance in maintaining a patent airway, and spontaneous ventilation may be inadequate.
Cardiovascular function is usually maintained. General anesthesia is a drug-induced loss of consciousness during which a
patient is not arousable, even by painful stimulation. The ability to independently maintain ventilatory function is often
impaired. Patients often require assistance in maintaining a patent airway, and positive pressure ventilation may be required
because of depressed spontaneous ventilation or drug-induced depression of neuromuscular function. Cardiovascular function
may be impaired. The use of spinal or epidural anesthesia is considered Level IlI.

34 Fla. Admin. Code Rs. 64B8-9.009(6) and 64B15-14.007(6), (2023). The physician may also document satisfactory
completion of training directly related to and include the procedure being performed.
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Only patients classified under the American Society of Anesthesiologist’s (ASA) risk
classification criteria as Class | or 11®° are appropriate candidates for Level 111 office surgery. For
all ASA Class Il patients above the age of 50, the surgeon must obtain a complete work-up
performed prior to the performance of Level 111 surgery in a physician office setting.® If the
patient has a cardiac history or is deemed to be a complicated medical patient, the patient must
have a preoperative electrocardiogram and be referred to an appropriate consultant for medical
optimization. The referral to a consultant may be waived after evaluation by the patient’s
anesthesiologist.3” All Level 111 surgeries on patients classified as ASA 111 and higher must be
performed in a hospital or an ambulatory surgery center.

During the procedure, the physician must have one assistant who has current certification in
advanced cardiac life support. Additionally, the physician must have emergency policies and
procedures related to serious anesthesia complications, which address:

Airway blockage (foreign body obstruction);

Allergic reactions;

Bradycardia;

Bronchospasm;

Cardiac arrest;

Chest pain;

Hypoglycemia;

Hypotension;

Hypoventilation;

Laryngospasm,;

Local anesthetic toxicity reaction; and

Malignant hypothermia.

Gluteal Fat Grafting Procedure

Gluteal fat grafting (a.k.a. the Brazilian Butt Lift or BBL) is a surgical procedure that takes
supernatant fat from one part of a person’s body by liposuction, usually from the waist, back, or
abdomen, purifies the supernatant fat, and then injects the supernatant fat in tiny droplets back
into the patient’s buttocks. The amount of supernatant fat that is temporarily removed from one
part of the body and then transferred to the buttocks varies greatly between patients, and the

35 An ASA Class | patient is a normal, healthy, non-smoking patient, with no or minimal alcohol use. An ASA Class 1
patient is a patient with mild systemic disease without substantive functional limitations. Examples include current smoker,
social alcohol drinker, pregnancy, obesity, well-controlled hypertension with diabetes, or mild lung disease. See American
Society of Anesthesiologists, ASA Physical Status Classification System, (Oct. 15, 2014, last amended Dec. 13, 2020),
available at https://www.asahq.org/standards-and-guidelines/asa-physical-status-classification-system (last visited on Feb. 2,
2024).

% 1d.

371d.

38 An ASA Class Il patient is a patient with severe systemic disease who has substantive functional limitations and/or one or
more moderate to severe diseases. This may include poorly controlled diabetes or hypertension, chronic obstructive
pulmonary disease, morbid obesity, active hepatitis, alcohol dependence or abuse, implanted pacemaker, premature infant,
recent history of myocardial infarction, cerebrovascular disease, transient ischemic attack, or coronary artery disease.
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patient may be turned 180 degrees while under general anesthesia following harvesting of the
supernatant fat.*°

When a surgeon performs a gluteal fat grafting procedure in an office setting, supernatant fat is
removed from various parts of the patient’s body but may only be injected into the subcutaneous
space of the buttocks and must never cross the gluteal muscle fascia. Intramuscular or
submuscular fat injections are prohibited.*

The risks associated with a gluteal fat grafting procedure include:*

e Excessive bleeding;

e Fat embolism, or fat that gets stuck in a vein and then in the lungs;

e Seroma, or fluid build-up under the skin;

e Necrosis, or large volumes of supernatant fat cells that fail to survive transfer;

Significant scarring;

Undesirable results; and

Death.

The rate of fatal complications from gluteal fat grafting is higher than any other cosmetic
procedure.*? South Florida carries the highest BBL mortality rate, by far, in the nation with 25
deaths occurring between 2010 and 2022.#® According to a study of the deaths that occurred in
South Florida, the surgical setting and the short surgical times for these cases were the most
significant contributing factors to the deaths.** Of the 25 deaths, 23 of the surgeries were found
to have been performed at what the researchers classified as high-volume, low-budget clinics.
These clinics were found to have employed a practice model based on minimal patient
interaction. All of the deaths resulted from pulmonary fat embolism, which occurs when a vein
wall is injured during the injection process, allowing fat to enter the pulmonary vessels.*®

360 Degree Liposuction Procedures

The 360 degree Liposuction may include liposuction of areas of body, including but not limited
to the following, while under general anesthesia:

Upper back;

Lower back;

Hip roll;

Mid back;

Flanks;

Abdomen;

39 McL.intock, Kaitlyn, Your Comprehensive Guide To The Brazilian Butt Lift, (Oct. 29, 2021) available at
https://plasticsurgerypractice.com/treatment-solutions/innovations/industry-trends/your-comprehensive-guide-to-the-
brazilian-butt-lift/ (last visited Feb. 2,, 2024).

0 Fla. Admin. Code Rs. 64B8-9.009(2)(c) and 64B15-14.007(2)((c) (2023).

4 Cleveland Clinic, Fat Transfer, available at https://my.clevelandclinic.org/health/treatments/24027 -fat-transfer (last visited
Feb. 2, 2024).

42 pazmifio, Pat; Garcia, Onelio, Brazilian Butt Lift-Associated Mortality: The South Florida Experience, Aesthetic Surgery
Journal, Vol. 43, (Feb 2023), pps. 162-178, available at https://doi.org/10.1093/asj/sjac224 (last visited Feb. 2, 2024).

43 d.

4 1d.

4 d.
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e Arms;
e Thighs; and
e Presacral triangle.

The 360 Degree Liposuction Combined with a BBL

The 360 degree liposuction with the BBL is a new popular cosmetic procedure and is actually
two surgical procedures performed at the same time.*® The 360 degree liposuction harvests
excess supernatant fat from various areas of the body as noted above and involves turning the
patient over 360 degrees while under general anesthesia; and then placing the patient on his or
her abdomen, face down, and undergoing a BBL.*

The risks associated with the 360 degree liposuction with the BBL includes:
Hemorrhage;

Pain;

Skin discoloration;

Infections,

Fluid accumulation;

Blood building up at the incision or underneath the buttocks;

Skin loss; and

Pulmonary embolism.*®

Adding the BBL to 360 degree liposuction makes the procedure longer and potentially more
dangerous, especially regarding the complication of a fat embolism and excessive blood loss,
which could lead to death.*°

The Vasovagal Response

During general anesthesia for a 360 degree liposuction and BBL there is also the possible
complication of excessive vasovagal stimulation caused by turning the patient over 180 degrees
or 360 degrees, creating life-threatening vasovagal syncope and triggering bradycardia,
hypotension, and progressing to cardiac arrest and even death.>® Painful stimulus of the
bronchial, pharyngeal, laryngeal, esophageal mucosa and peritoneum stretch, and reduced blood
volume can increase the vagal activity, leading to severe bradycardia, hypotension, and cardiac

46 Kao, Y.-M.; Chen, K.-T.;Lee, K.-C.; Hsu, C.-C.; Chien, Y.-C., Pulmonary Fat Embolism Following Liposuction and Fat
Grafting: A Review of Published Cases. Healthcare (May 11 2023), 11, 1391. available at
https://www.ncbi.nIm.nih.gov/pmc/articles/PMC10218620/pdf/healthcare-11-01391.pdf (last visited Feb. 2, 2024).

47 McLintock, Kaitlyn, Your Comprehensive Guide To The Brazilian Butt Lift, (Oct. 29, 2021) available at
https://plasticsurgerypractice.com/treatment-solutions/innovations/industry-trends/your-comprehensive-guide-to-the-
brazilian-butt-lift/ (last visited Feb. 2, 2024).

8 1d.

49 Kaiser HA, Saied NN, Kokoefer AS, Saffour L, Zoller JK, Helwani MA.,PLOS ONE, (Jan. 22, 2020) Incidence and
prediction of intraoperative and postoperative cardiac arrest requiring cardiopulmonary resuscitation and 30-day mortality in
non-cardiac surgical patients, available at
https://journals.plos.org/plosone/article/file?id=10.1371/journal.pone.0225939&type=printable (last visited Feb. 2, 2024).
50 1d.
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arrest. Even venous cannulation, neuraxial, and regional anesthesia techniques have been
attributed to vasovagal syncope.>!

Under Florida law, liposuction may be performed in combination with another separate surgical

procedure during a single Level 11 or Level 111 operations, only in the following circumstances:>?

e When combined with abdominoplasty, liposuction may not exceed 1,000 cc of supernatant
fat;

e When liposuction is associated and directly related to another procedure, the liposuction may
not exceed 1,000 cc of supernatant fat; and

e Major liposuction in excess of 1,000 cc supernatant fat may not be performed in a remote
location from any other procedure.

A maximum of 4,000 cc supernatant fat may be removed by liposuction in the office setting.>

Standards of Practice for a Gluteal Fat Grafting Procedures in Office Surgery Setting

A physician performing a gluteal fat grafting procedure in an office setting must conduct an in-
person examination of the patient while physically present in the same room as the patient, no
later than the day before the procedure.

If a surgeon desires to delegate any of his or her duties during a gluteal fat grafting procedure, he
or she must obtain the patient’s written, informed consent for the delegation. Any delegated duty
must be performed under the direct supervision of the physician performing the procedure. The
surgeon may not delegate the supernatant extraction or the gluteal fat injections. The supernatant
fat may only be injected into the subcutaneous space of the patient’s buttocks and may not cross
the fascia overlying the gluteal muscle. Intramuscular or submuscular supernatant fat injections
are prohibited.>

When the physician performing a gluteal fat grafting procedure injects the supernatant fat into
the subcutaneous space of the patient’s buttocks, the physician must use ultrasound guidance, or
another form of guidance or technology authorized under BOM or BOOM rule, as applicable,
which is equal to, or exceeds, the quality of ultrasound, during the placement and navigation of
the cannula, to ensure that the supernatant fat is injected into the subcutaneous space above the
fascia overlying the gluteal muscle. Ultrasound guidance is not required for other portions of the
procedure.>®

51 Hosie L, Wood JP, Thomas AN. Vasovagal syncope and anaesthetic practice. Eur. J. Anaesthesiology(Aug. 2001)
available at

https://journals.lww.com/ejanaesthesiology/fulltext/2001/08000/vasovagal_syncope and_anaesthetic_practice.11.aspx (last
visited Feb. 2, 2024).

52 Fla. Admin. Code Rs. 64B8-9.009(2)(e) and 64B15-14.007(2)((e) (2023).

% Fla. Admin. Code Rs. 64B8-9.009(2)(d) and 64B15-14.007(2)((d) (2023).

54 Sections 458.328(2)(c) and 459.0138 (2)(c), F.S.

55 d.

% 1d.
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Adverse Incident Reporting

A physician must report any adverse incident that occurs in an office setting to the DOH within
15 days after the occurrence.®” An adverse incident in an office setting is defined as an event
over which the physician or licensee could exercise control and which is associated with a
medical intervention and results in one of the following patient injuries:®

e The death of a patient;

e Brain or spinal damage to a patient;

e The performance of a surgical procedure on the wrong patient;

e |If the procedure results in death; brain or spinal damage; permanent disfigurement; the
fracture or dislocation of bones or joints; a limitation of neurological, physical, or sensory
functions; or any condition that required the transfer of a patient, the performance of:

o A wrong-site surgical procedure;

o A wrong surgical procedure; or

o A surgical repair of damage to a patient resulting from a planned surgical procedure
where the damage is not a recognized specific risk as disclosed to the patient and
documented through the informed consent process;

e A procedure to remove unplanned foreign objects remaining from a surgical procedure; or

e Any condition that required the transfer of a patient to a hospital from an ambulatory surgical
center or any facility or any office maintained by a physician for the practice of medicine
which is not licensed under ch. 395, F.S.

The DOH must review each adverse incident report to determine if discipline against the
practitioner’s license is warranted.>®

DOH Regulatory Authority of Office Surgeries

The DOH and the respective boards may deny or revoke an office surgery’s registration if any of
its physicians, owners, or operators do not comply with any office surgery laws or rules. The
DOH may deny a person applying for a facility registration if he or she was named in the
registration document of an office whose registration is revoked for five years after the
revocation date. The DOH may impose penalties on the designated physician if the registered
office is not in compliance with safety requirements, including:®°

e Suspension or permanent revocation of a license;

e Restriction of license;

e Imposition of an administrative fine not to exceed $10,000 for each count or separate offense.
If the violation is for fraud or making a false or fraudulent representation, the board must
impose a fine of $10,000 per count or offense;

e Issuance of a reprimand or letter of concern:

e Placement of the licensee on probation for a period of time and subject to such conditions as
specified by the board;

e Corrective action;

57 Sections 458.351 and 459.026, F.S.

%8 Sections 458.351(4) and 459.026(4), F.S.
59 Sections 458.351(5) and 459.026(5), F.S.
8 Section 456.072(2), F.S.
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e Imposition of an administrative fine in accordance with s. 381.0261, F.S., for violations
regarding patient rights;

e Refund of fees billed and collected from the patient or a third party on behalf of the patient;
or

e Requirement that the licensee undergo remedial education.

The DOH, via the Surgeon General, can also issue an emergency order suspending or restricting

the registration of a facility if there is probable cause that:

e The office or its physicians are not in compliance with board rule on the standards of practice
or The licensee or registrant is practicing or offering to practice beyond the scope allowed by
law or beyond his or her competence to perform; and

e Such noncompliance constitutes an immediate danger to the public.

The boards must adopt rules establishing the standards of practice for physicians who perform
office surgery. The boards must fine physicians who perform office surgeries in an unregistered
facility $5,000 per day. Performing office surgery in a facility that is not registered with the
DOH is grounds for disciplinary action against a physician’s license.

Section 469 of the Florida Building Code: Office Surgery Suites

Section 469 of the Florida Building Code defines an “office surgery suite” as that portion of a
physician's office where surgery is performed according to Florida Administrative Code Rule
64B-8-9009 (2023). Office surgery suites that provide services or treatment on an outpatient
basis to four or more patients at the same time that either renders the patients incapable of taking
action for self-preservation under emergency conditions without the assistance from others or
that provide surgical treatment requiring general anesthesia to four or more patients at the same
time, shall meet the requirements of Ambulatory Health Care.®! Florida Building Code
requirements for office surgery suites include requirements for:

Administrative and public areas including waiting room or lobby;

Preoperative areas;

Patient areas;

Operating rooms;

Post-operative areas;

Anesthesia equipment and supplies;

Medical gas storage;

General storage rooms;

Staff clothing change areas;

Patient change area;

Stretcher/wheelchair storage area;

Lounge and toilet facilities;

Nourishment room or area;

Housekeeping room;

Crash/anesthesia carts area; and

Sterilizing facilities.

61 469.3 Office Surgery Suite Occupancy Classification, Florida Building Code (2023).
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Ambulatory Surgical Centers

An ASC is a facility that is not a part of a hospital, the primary purpose of which is to provide
elective surgical care, in which the patient is admitted and discharged within 24 hours.®? If a
provider anticipates or knows that he or she will be discharging patients beyond 24 hours, he or
she must self-designate as an ASC by applying for ASC licensure with the AHCA. An ASC is
licensed and regulated by the AHCA under the same regulatory framework as hospitals.®
Currently, there are 520 licensed ASCs in Florida.%*

Il. Effect of Proposed Changes:

CS/CS/SB 1188 provides office surgery practice standards for Level I, Level 1, Level 1A, and
Level 1l surgeries and additional enforcement authority to the DOH over physician offices in
which physicians perform certain liposuction procedures or gluteal fat grafting procedures, also
known as Brazilian Butt Lifts (BBLs)requires physicians to register their offices with the DOH if
they perform liposuction procedures in their offices in which more than 1,000 cc of supernatant
fat is temporarily or permanently removed. Current law does not specify temporarily or
permanently.

The bill requires physicians to register their offices with the DOH if they perform gluteal fat
grafting procedures or if they perform liposuction procedures during which the patient is rotated
between the supine, lateral, and prone positions. Current law does not expressly require
registration for the performance of such procedures by name.

The bill modifies the penalty for performing surgery in an unregistered office, if the surgery
requires office registration, from a fine of $5,000 per day to $5,000 per incident, to allow the
DOH to fine a physician for multiple offenses committed during the same day.

The bill requires that if the DOH determines that an applicant for registration, or at registration
update, may perform, or intends to perform, liposuction procedures that include a patient being
rotated between the supine, lateral, and prone positions, or gluteal fat grafting procedures, the
applicant must provide proof that he or she has met the applicable requirements of s. 469 of the
Florida Building Code for office surgery suites. If the applicant cannot provide proof of
compliance with the applicable requirements of s. 469 of the Florida Building Code, then the
DOH must refer the office to the Agency for Health Care Administration (AHCA) and request
the AHCA inspect the office and consult with the office about the process of becoming an
ambulatory surgery center.

The bill creates specific standards of practice for liposuction procedures where the patient is
being rotated between the supine, lateral, and prone positions during the procedure and gluteal
fat grafting procedures in amendments to ss. 458.328, and 459.0138, F.S., including:

62 Section 395.002(3), F.S.

83 Sections 395.001-.1065, F.S., and Part I1, Chapter 408, F.S.

% Florida Agency for Health Care Administration, House Bill 1561, 2024 Agency Legislative Bill Analysis (Jan. 18, 2024)
(on file with the Senate Committee on Health Policy).
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e Equipment and a procedure for measuring and logging the amount of supernatant fat
removed, and tissue disposal procedures;

e Procedures for measuring and documenting the amount of lidocaine injected for tumescent
liposuction, if used;

e Working ultrasound guidance equipment or other guidance technology authorized under
board rule which equals or exceeds the quality of ultrasound guidance;

e Procedure for obtaining blood products;

e Documentation on file at the office that any physician performing these procedures has
privileges to perform such procedures in a hospital no more than 30 minutes away or a
transport agreement;

e Procedures for emergency resuscitation and transport to a hospital; and

e Procedures for anesthesia and surgical recordkeeping.

The bill requires that physicians who have registered their offices prior to July 1, 2024, to update
their registration at the time of their next annual inspection, if a physician performs gluteal fat
grafting procedures or liposuction procedures in which the patient is rotated between the supine,
lateral, and prone positions in that office surgery. The bill provides additional time for
compliance with additional requirements and procedures for an extension of time for inspection
upon request.

The bill requires that if, during the registration update process, the DOH determines that the
procedures being performed in the office include liposuction procedures where the patient is
being rotated between the supine, lateral, and prone positions during the procedure and gluteal
fat grafting procedures then the heightened inspection procedure (described above for offices
seeking initial registration) is applied at the registration update inspection.

The bill creates two new sections of Florida statute, ss. 458.3281 and 459.0139, F.S., which

create additional restrictions on liposuction procedures when performed in combination with

another separate surgical procedure during a single Level 1l or Level 11l operation, in the

following circumstances:

e When combined with an abdominoplasty, liposuction may not exceed 1,000 cubic
centimeters of supernatant fat;

e When liposuction is associated and directly related to another procedure, the liposuction may
not exceed 1,000 cubic centimeters of supernatant fat; and

e Major liposuction in excess of 1,000 cubic centimeters of supernatant fat may not be
performed on a patient’s body in a location that is remote from the site of another procedure
being performed on that patient.

The bill’s two new sections of Florida law also create standards for office surgery for all levels
of office surgeries which includes standards for equipment, personnel, medication, policies and
anesthesia and codifies the Standards of the American Society of Anesthesiologists for Basic
Anesthetic Monitoring.

The bill exempts a physician who is dually-licensed as a dentist while performing dental
procedures under the practice of dentistry. Under those conditions, a licensed dentist may
continue performing dental surgery under the dental practice ac, and is not required to comply
with bill’s standards for physician office surgeries.
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The bill authorizes the boards to make rules for additional standards of practice for office
procedures and surgeries as warranted for patient safety and the evolution of technology and
practice; and to administer the registration and registration update process, inspections and safety
of office procedures and surgeries.

The bill takes effect upon becoming law.
V. Constitutional Issues:

A. Municipality/County Mandates Restrictions:

None.
B. Public Records/Open Meetings Issues:
None.
C. Trust Funds Restrictions:
None.
D. State Tax or Fee Increases:
None.
E. Other Constitutional Issues:

None identified.

V. Fiscal Impact Statement:

A. Tax/Fee Issues:
None.
B. Private Sector Impact:

The bill may make office surgeries safer for those that chose to have certain plastic
surgery procedures performed in an office setting.

C. Government Sector Impact:
According to the DOH, 11 full-time equivalent (FTE) positions will be required to

implement the provisions of this bill. Salary is computed at mid-level range of the
positions plus 43 percent for benefits, as follows:

Based on the complex and comprehensive requirements for inspections of office surgery
centers based on the provisions of this legislation, there will be a significant increase in
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VI.

VII.

workload due to additional time required at registration, prior to registration, and annual
registration requirements. It is estimated that this will result in time to process
applications and inspect to double. This requires the existing OPS (other personnel
services) Nursing Consultant staff that are completing these inspections to have a wider
breadth of knowledge and skills in order to complete the inspections.

DOH/MQA is requesting to convert these 6 OPS positions currently at a hourly rate of
pay of $45.00 to 6 Senior Management Analyst Il (PG 426), with travel. This will result
in an offset of $640,742 in OPS rate of pay and fringe benefits (6 x $45/hr x 1,854 hours
x 1.28).

In addition, each inspection will require an additional 8 hours per inspection for each
office surgery. There are currently 731 office surgeries. The increase in time is estimated
to be 5,848 hours per fiscal year (8 hours x 731). One FTE position can manage 1,854
hours of work. Therefore, 4 positions are justified. 4 Senior Management Analyst Il (PG
426), with travel are requested. Based on the LBR standards, the total FTE cost is
$1,417,555 ($1,248,208/Salary + $165,750/Expense + $3,597/HR) and 876,230 units of
rate.

In addition, the provisions of this legislation are expecting to result in an increase in
emergency suspension orders. The increase in emergency suspension orders will increase
workload in the prosecution office. Therefore, 1 Senior Attorney (PG 230), no travel is
requested. The total FTE cost is $169,488 ($153,594/Salary + $15,534/Expense +
$360/HR) and 107,821 units of rate.

Due to the amount of time required for travel for these positions, an additional 4 motor
vehicles are requested in addition to the existing fleet for the Bureau of Enforcement. The
average cost for a new vehicle on state contract 25100000-22 is $27,722. Therefore
$110,888 is requested.

The total estimated annual cost is $1,697,931 in the following categories:

FY 2024-25 Estimated Cost

Salary - $1,401,802/Recurring

Salary Rate — 984,051 Units of Rate

Expense - $108,035/Recurring + $73,249/Non-Recurring
Other personal service $(640,742)/Recurring

Human Resources - $3,957/Recurring

Motor Vehicles - $110,888/Non-Recurring

Technical Deficiencies:

None.

Related Issues:

None.
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VIII.

Statutes Affected:

This bill substantially amends the following sections of the Florida Statutes: 456.074, 458.328,
and 459.0138.

The bill creates the following sections of the Florida Statutes: 458.3281 and 459.0139.

Additional Information:

A. Committee Substitute — Statement of Substantial Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)

CS/CS by Fiscal Policy on February 22, 2024:
The committee substitute:

Provides detailed directions to DOH regarding requirements for physician office
surgery inspections;

Deletes bill’s language for a re-registration process for offices where certain surgeries
are performed, and instead creates a “Registration Update” process;

Authorizes the updated registration inspection at next annual inspection and provides
additional time for compliance with additional requirements and procedures upon
request;

Modifies language regarding a patient being “rotated 180 degrees” to “the patient
being rotated between the supine, lateral, and prone positions” to better reflect the
actual rotations possible of a liposuction patient in surgery;

Requires office surgery applicants to document that the applicant has met the
applicable requirements of s. 469 of the Florida Building Code for office surgery
suites;

Creates new sections of statute for all levels of office surgeries to codify existing
rules of the Boards of Medicine and Osteopathic Medicine;

Creates additional restrictions on liposuction procedures when performed in
combination with another separate surgical procedure during a single Level Il or
Level 111 operation;

Creates standards for office surgery anesthesia by adopting Standards of the
American Society of Anesthesiologists for Basic Anesthetic Monitoring;

Authorizes the boards to make rules for additional standards of practice for office
procedures and surgeries as warranted for patient safety and the evolution of
technology and practice, to administer registration and registration update processes,
and inspections and safety of office procedures and surgeries;

Clarifies that a physician has to have privileges at a hospital or a transfer agreement
with a hospital, not both; and

Provides an exemption for physicians who are dually licensed as dentists while such
practitioner is performing dental procedures that are regulated under the practice of
dentistry.
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CS by Health Policy on February 6, 2024

The committee substitute applies the bill’s heightened inspection procedure (that the bill
requires for offices seeking re-registration) to applicants for initial office surgery
registration, if the DOH determines that a physician will perform, or is likely to perform,
liposuction procedures during which the patient is rotated 180 degrees or more or gluteal
fat grafting procedures in the office.

B. Amendments:

None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.




