Notice of Proposed Rule

DEPARTMENT OF HEALTH
Division of Environmental Health
RULE NO.:
RULE TITLE: 
64E-5.502
General Requirements

PURPOSE AND EFFECT: To update references to terms.

SUMMARY: Provides general requirements for x-ray systems that are registered with the Department pursuant to Rule 64E-5.511, F.A.C., and the procedure for registration.

SUMMARY OF STATEMENT OF ESTIMATED REGULATORY COSTS AND LEGISLATIVE RATIFICATION: 
The Agency has determined that this rule 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: Through its analysis of regulatory costs required as a part of the SERC analysis, the Agency has determined this rule will not require legislative ratification pursuant to Section 120.541(3), F.S.

Any person who wishes to provide information regarding a statement of estimated regulatory costs, or to provide a proposal for a lower cost regulatory alternative must do so in writing within 21 days after publication of this notice.

RULEMAKING AUTHORITY: 404.051(4), (6), 404.22(1), (6) FS.

LAW IMPLEMENTED: 404.051(4), (6), 404.22(1), (6), 468.302 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: Joseph Kidder, Joseph.Kidder@flhealth.gov, (850)245-4266.

THE TEXT OF THE PROPOSED RULE IS:

64E-5.502 General Requirements.
(1) Administrative Controls.
(a) Registrant. The registrant shall be responsible for directing the operation of the x-ray systems which are subject to registration as described in Rule 64E-5.511, F.A.C. The registrant or the registrant’s agent shall assure that the following requirements are met in the operation of the x-ray system.
1. through 5. No change. 
6. Individuals shall not be exposed to the useful beam except for healing arts purposes, and only if unless such exposure has been authorized by a licensed practitioner of the healing arts. This provision specifically prohibits the following:
a. The eExposure is prescribed of an individual for training, demonstration or ordered by a licensed practitioner, as defined in section 468.301, F.S., or by a practitioner licensed to practice in a state other than Florida who is registered with the department pursuant to section 456.47, F.S.; purposes unless there are also healing arts requirements and a proper prescription has been provided.
b. The prescribing or ordering practitioner is the treating health care provider for the purpose of the eExposure; and of an individual for the purpose of a healing arts self-referral program except when authorized by subparagraph 64E-5.502(1)(a)11., F.A.C.
c. The results of the exposure are used by the prescribing or ordering practitioner, acting within the scope of their practice, to provide care, diagnosis, and/or treatment to the exposed individual. Advertisement of free x-ray examinations unless the advertisement states that a determination of need will be made prior to the x-ray examination.
7. through 8. No change. 
9. Exposure Procedures Designed to Minimize Patient and Personal Exposure.
a. through b. No change. 
c. Portable or Mmobile equipment shall be used only: for examinations where it is impractical to transfer the patient to a stationary radiographic installation.
(I) in a single room within a fixed premises or in a temporary or non-fixed location, such as a mobile facility within a motor vehicle, trailer, semitrailer, truck, heavy truck, truck trailer, apportionable vehicle, commercial motor vehicle, motorized disability access vehicle, or electric vehicle, as defined by section 320.01, F.S., if the department or a qualified person, a radiological physicist, or a medical physicist has determined that the temporary or non-fixed location meets the shielding and safety requirements of subsections 64E-5.502(1) and (2), F.A.C.; or
(II) after a physician acting within the scope of their practice has determined, based on the physical condition and medical history of the individual to be exposed, that the use of the mobile equipment at the individual’s location will be less detrimental to the individual’s health and safety than requiring the individual to go or be transferred to a fixed location where the x-ray equipment is stationary. 
d. Portable equipment shall be used only in the practice of dentistry, including oral and maxillofacial surgery, and only if the individual is exposed for the primary purpose of dental care, diagnosis, and treatment rendered: 
(I) at the dental practice where the portable equipment is registered; or 
(II) at the locations and under the conditions specified by section 466.023, F.S., if:
(A) a licensed practitioner, acting within the scope of their practice, makes a determination based on the individual’s physical condition and history, without consideration of convenience, that the use of portable equipment will be less detrimental to the individual’s health and safety than requiring the individual to go to the dental practice where the portable equipment is registered; and 
(B) a radiation safety program has been adopted by the dental practice for using a portable device outside the dental practice where the portable equipment is registered prior to such use.
d. renumbered e. No change.
e. renumbered f. No change.
10. through 11. No change.
(b) through (c) No change. 
(2) through (3) No change.
Rulemaking Authority 404.051(4), (6) 404.081, 404.141, 404.22(1), (6) FS. Law Implemented 404.051(4), (6) 404.081, 404.141, 404.22(1), (6), 468.302 FS. History–New 7-17-85, Amended 4-4-89, 1-1-94, 11-20-94, 1-5-95, Formerly 10D-91.603, Amended 5-18-98, 8-16-07, 3-21-16,      .
NAME OF PERSON ORIGINATING PROPOSED RULE: Joseph Kidder

NAME OF AGENCY HEAD WHO APPROVED THE PROPOSED RULE: Joseph A. Ladapo, MD, PhD, State Surgeon General

DATE PROPOSED RULE WAS APPROVED BY AGENCY HEAD: September 16, 2026
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