Notice of Proposed Rule

DEPARTMENT OF HEALTH
Division of Environmental Health
RULE NOS.:
RULE TITLES: 

64E-5.101
Definitions

64E-5.102
Exemptions

PURPOSE AND EFFECT: To update definitions as required to maintain compatibility with U.S. Nuclear Regulatory Commission (NRC) regulations for the use and transportation of radioactive materials and the use of radiation from radioactive materials; to add definitions related to former phosphate mining lands, and to add exemptions for common carriers.

SUMMARY: Defines terms used in Chapter 404, F.S., and Chapter 64E-5, F.A.C.; clarifies that the Department grants exemptions as required to maintain compatibility with NRC regulations.

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 Department has determined that 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.,SummaryCostWebsite=NULL,SummaryCostWebsite=NULL

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), (11), 404.056(1), (6), 404.061(2), 404.081(1), 404.111(1)(d), 404.20(1) FS.
LAW IMPLEMENTED: 404.022(2)(c), 404.051, 404.051(10), 404.056, 404.0561, 404.061(2), 404.081(1), 404.111(1)(d), 404.20, 404.22 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, (850)245-4888; Joseph.Kidder@flhealth.gov.

THE TEXT OF THE PROPOSED RULE IS:
64E-5.101 General Definitions.
As used in these rules, these terms have the definitions set forth. Additional definitions used only in a certain part are defined in that respective part. 
(1) “A1” means the maximum activity of special form radioactive material permitted in a Type A package. A1 values are as listed in 10 CFR 71 Appendix A, effective January 1, 2024, herein incorporated by reference and available at http://flrules.org/Gateway/reference.asp?No=Ref-19721.

(2) “A2” means the maximum activity of radioactive material, other than special form or low specific activity radioactive material, and surface contaminated object permitted in a Type A package. A2 values are listed in 10 CFR 71 Appendix A, incorporated by reference in subsection 64E-5.101(1), F.A.C. 
(3) through (9) No change.
(10)  “Airborne radioactivity area” means a room, enclosure or operating area in which airborne radioactive materials exist in concentrations:
(a) In excess of the derived air concentrations (DACs) specified in State of Florida Bureau of Radiation Control ALIs, DACs and Effluent Concentrations, effective June 2012, which is herein incorporated by reference and available which can be obtained from the internet at http://www.flrules.org/Gateway/reference.asp?No=Ref-03449, or at http://www.doh.state.fl.us/environment/radiation/regs/64e-5tab.htm, or
(b) No change.
(11) through (76) No change.
(77) “Low specific activity material (LSA)” (LSA) is means that as defined in 49 C.F.R. section 173.403, effective October 1, 2023 10-1-12 edition, which is herein incorporated by reference and available may be obtained at https://flrules.org/Gateway/reference.asp?No=Ref-19722 https://www.flrules.org/Gateway/reference.asp?No=Ref-03472 or at http://www.myfloridaeh.com/radiation/radmat1.htm.
(78) through (84) No change.
(85) “Medical event” means the administration of:

(a) In permanent implant brachytherapy, except for an event that results from a patient intervention, the administration of rRadioactive materials or radiation from radioactive materials, excluding sources that were implanted in the correct site but migrated outside the treatment site, requiring a written directive that results in the following:

1. The total source strength administered differing by 20 percent or more from the total source strength documented in the post-implantation portion of the written directive A dose that differs from the prescribed dose or dose that would have resulted from the prescribed dosage by more than 0.05 Sv (5 rem) effective dose equivalent, 0.5 Sv (50 rem) to an organ or tissue, or 0.5 Sv (50 rem) shallow dose equivalent to the skin; 

2. When Tthe total source strength administered outside of the treatment site exceeding dose delivered differs from the prescribed dose by 20 percent of the total source strength documented in the post-implantation portion of the written directive; or more; 

3. An administration that includes any of the following: The total dosage delivered differs from the prescribed dosage by 20 percent or more or falls outside the prescribed dosage range;
a. The wrong radionuclide;
b. The wrong individual or human research subject;
c. Sealed source(s) implanted directly into a location discontiguous from the treatment site, as documented in the post-implantation portion of the written directive; or
d A leaking sealed source resulting in a dose that exceeds 0.5 Sv (50 rem) to an organ or tissue.
4. The fractionated dose delivered differs from the prescribed dose, for a single fraction, by 50 percent or more;
5. A dose that exceeds 0.05 Sv (5 rem) effective dose equivalent, 0.5 Sv (50 rem) to an organ or tissue, or 0.5 Sv (50 rem) shallow dose equivalent to the skin;
6. An administration of a wrong radioactive drug containing radioactive material;
7. An administration of a radioactive drug containing radioactive material by the wrong route of administration;
8. An administration of a dose or dosage to the wrong individual or human research subject;
9. An administration of a dose or dosage delivered by the wrong mode of treatment;
10. A leaking sealed source where the patient or human research subject is contaminated;
11. A dose to the skin or an organ or tissue other than the treatment site that exceeds by 0.5 Sv (50 rem) to an organ or tissue and 50 percent or more of the dose expected from the administration defined in the written directive (excluding, for permanent implants, seeds that were implanted in the correct site but migrated outside the treatment site); or
4. 12. Any medical use resulting from intervention of a patient or human research subject in which the administration of radioactive material or radiation from radioactive materials results that results or will result in unintended permanent functional damage to an individual’s organ or a physiological system, as determined by a physician.

(b) The administration of rRadioactive materials or radiation from radioactive materials, except for an event that results from patient or human research subject intervention or from permanent implant brachytherapy, resulting in not requiring a written directive that result in either of the following:

1. through 2. No change.

3. A dose to the skin or an organ or tissue other than the treatment site that exceeds by 0.5 Sv (50 rem) to an organ or tissue and 50 percent or more of the dose expected from the administration defined in the written directive prepared or revised before administration, or Any medical use that results or will result in unintended permanent functional damage to an individual’s organ or a physiological system, as determined by a physician.
4. Any medical use resulting from intervention of a patient or human research subject in which the administration of radioactive material or radiation from radioactive materials results or will result in unintended permanent functional damage to an individual’s organ or a physiological system, as determined by a physician.
(c) No change.

(86) through (92) No change.
(93) “Occupational dose” means the dose received by an individual in the course of employment in which the individual’s assigned duties involve exposure to sources of radiation or to radioactive material from licensed or unlicensed sources of radiation, whether in the possession of the licensee, registrant, or other person. Occupational dose does not include doses dose received from background radiation, from any medical administration the individual has received, from exposure to individuals administered radioactive material and released as specified in Rule 64E-5.622, F.A.C., from voluntary participation in medical research programs, or as a member of the public.
(94) through (95) No change.
(96) “Package” is means that as defined in 49 CFR 173.403, incorporated by reference in subsection 64E-5.101(77), F.A.C 49 C.F.R. section 173.403, 10-1-12 edition.
(97) “Packaging” means, for radioactive materials, the assembly of components necessary to ensure compliance with the packaging requirements of the NRC U.S. Nuclear Regulatory Commission and Regulations of the U.S. Department of Transportation, incorporated by reference in subsection 64E-5.101(122), F.A.C., which components. It may consist of one or more receptacles, absorbent materials, spacing structures, thermal insulation, radiation shielding, and devices for cooling or absorbing mechanical shocks, and in which. tThe conveyance, tie-down system, and auxiliary equipment may sometimes be designated as part of the packaging.
(98) through (102) No change.
(103) “Prescribed Dosage” means the quantity of radiopharmaceutical activity as documented in a written directive.:
(a) In a written directive; or
(b) Either in the diagnostic clinical procedures manual or in any appropriate record as specified in the directions of the authorized user for diagnostic procedures in which a written directive is not required.
(104) through (112) No change.
(113) “Radiation Safety Officer” or (RSO)” means a person who has the knowledge and responsibility to apply appropriate radiation protection rules.
(114) through (121) No change.
(122) “Regulations of the U.S. Department of Transportation” means 49 CFR 171-180 and 390-397, effective October 1, 2023, incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-19723 the regulations in 49 C.F.R. Parts 100-189.
(123) through (131) No change.
(132) “Shipping paper” means a shipping order, bill of lading, manifest or other shipping document serving a similar purpose and containing the information required by 49 CFR 172.202-204, effective October 1, 2023,  incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-19724 49 C.F.R., Parts 172.202, 172.203 and 172.204.
(133) through (139) No change.
(140) “Special form” is as defined in 49 CFR 173.403, incorporated by reference in subsection 64E-5.101(77), F.A.C. means radioactive material which satisfies all of the following conditions:
(a) It is either a single solid piece or is contained in a sealed capsule that can be opened only by destroying the capsule;
(b) The piece or capsule has at least one dimension not less than 5 millimeters; and
(c) It satisfies the test requirements of 49 C.F.R., Part 173.469. Special form encapsulations designed in accordance with the requirements of 49 C.F.R., Part 173.389 in effect on June 30, 1983, and constructed prior to July 1, 1985, may continue to be used. Special form encapsulations either designed or constructed after June 30, 1985, must meet the requirements of this part.
(141) through (148) No change.
(149) “Temporary job site” means a location where licensed material may be stored or used other than those locations of use authorized on the license site, base or facility that is created and maintained to support a single job.
(150) through (151) No change.
(152) “Type B packaging” means a packaging designed to retain the integrity of containment and shielding as required by NRC U.S. Nuclear Regulatory Commission and Regulations of the U.S. Department of Transportation, incorporated by reference in subsection 64E-5.101(122), F.A.C., regulations when subjected to the normal conditions of transport and hypothetical accident test conditions set forth in 10 CFR 71.4, effective October 1, 2023, incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-19725 10 C.F.R., Part 71.
(153) “Unrefined and unprocessed ore” means ore in its natural form prior to any processing, such as grinding, roasting, beneficiating or refining. Processing does not include sieving or encapsulation of ore, or preparation of samples for laboratory analysis.
(154) through (170) No change.
(171) “Authorized nuclear pharmacist” means a pharmacist who satisfies the following:
(a) through (c) No change. 

(d) Is designated as an authorized nuclear pharmacist in accordance with subparagraph 64E-5.210(10)(g)4. 64E-5.210(10)(b)3., F.A.C.

(172) through (198) No change. 

(199) “Current landowner” means, for purposes of section 404.0561, F.S., the private person, including an individual, a private trustee, a private corporation, or other privately-owned business enterprise, that is the record owner as appears by deed of a former phosphate land parcel on the date that a DH9031-EPCS-06-2026, Request for Gamma Radiation Survey, incorporated by reference in subsection 64E-5.101(221), F.A.C., is filed with the department. 
(200) “Flawed” means, for purposes of section 404.0561, F.S., a department finding that a gamma radiation survey did not follow established procedures for surface or subsurface contamination surveys or standard quality control procedures, that one or more survey instruments were not calibrated or set to the correct energy window, or that the survey failed to account for temporary unresponsiveness of a detector following a high radiation level interaction.
(201) “Not representative” means, for purposes of section 404.0561, F.S., a department finding that a gamma radiation survey did not take a minimum of 3 samples per acre of the buildable, commercially-usable, or agriculturally-usable dry land within the former phosphate land parcel subject to the survey.
(202) “Former phosphate land parcel” means an undeveloped parcel of land, as defined in section 380.031, F.S., that includes a former phosphate mine, as defined in section 378.213, F.S., which has been reclaimed as required by sections 378.201-378.213, F.S., but not developed for residential, agricultural, or commercial use other than phosphate mining.
(203) “Gamma radiation survey” means, for purposes of section 404.0561, F.S., a survey, as defined in subsection 64E-5.101(147), F.A.C., that is conducted using a sampling methodology that establishes an estimate of  gamma radiation exposure to an individual who is occupying or may occupy the former phosphate land parcel subject to the survey, but does not mean the survey described by section 768.405, F.S., or a survey made for any other purpose.
(204) “Part I” means Rules 64E-5.101 through 64E-5.106, F.A.C.
(205) “Part II” means Rules 64E-5.201 through 64E-5.226, F.A.C.
(206) “Part III” means Rules 64E-5.301 through 64E-5.351, F.A.C.
(207) “Part IV” means Rules 64E-5.423 through 64E-5.441, F.A.C.
(208) “Part V” means Rules 64E-5.501 through 64E-5.511, F.A.C.
(209) “Part VI” means Rules 64E-5.601 through 64E-5.664, F.A.C.
(210) “Part VII” means Rules 64E-5.701 through 64E-5.704, F.A.C.
(211) “Part VIII” means Rules 64E-5.801 through 64E-5.810, F.A.C.
(212) “Part IX” means Rules 64E-5.901 through 64E-5.907, F.A.C.
(213) “Part X” means Rules 64E-5.1001 through 64E-5.1003, F.A.C.
(214) “Part XI” means Rules 64E-5.1101 through 64E-5.1120,  F.A.C.
(215) “Part XII” means Rules 64E-5.1201 through 64E-5.1208, F.A.C.
(216) “Part XIII” means Rules 64E-5.1301 through 64E-5.1320, F.A.C.
(217) “Part XIV” means Rules 64E-5.1401 through 64E-5.1427, F.A.C.
(218) “Part XV” means Rules 64E-5.1501 through 64E-5.1513, F.A.C.
(219) “Part XVI” means Rules 64E-5.1601 through 64E-5.1604, F.A.C.
(220) “This part” means the Part as defined in subsections 64E-5.101(204)-(219), F.A.C., that includes the Rule in which the term is used; for example, use of the term “this part” in Rule 64E-5.303, F.A.C., means Part III as defined by subsection 64E-5.101(206), F.A.C.
(221) “Petition for Gamma Radiation Survey” means, for purposes of section 404.0561(1), F.S., a completed form DH9031-EPCS-06-2026, Request for Gamma Radiation Survey, effective July 2026, which is incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-20034, and submitted to GammaRadiationSurvey@flhealth.gov under the subject line “INITIAL GAMMA RADIATION SURVEY REQUEST.”
(222) “Petition for Additional Gamma Radiation Survey” means, for purposes of section 404.0561(2), F.S., a completed form DH9032-EPCS-06-2026, Request for Additional Gamma Radiation Survey, effective July 2026, which is incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-20035, and submitted to GammaRadiationSurvey@flhealth.gov under the subject line “ADDITIONAL GAMMA RADIATION SURVEY REQUEST.”
(223) “Physician” means a person who is licensed to practice medicine or osteopathic medicine.
(224) “Reasonable belief” means, for purposes of section 404.0651, F.S., a current landowner’s good faith, objectively reasonable belief based on the current landowner’s review of the results of monitoring conducted by the department pursuant to Rule 64E-5.1002, F.A.C., and the results of the gamma radiation survey conducted by the department in response to the Request for Gamma Radiation Survey, incorporated by reference in subsection 64E-5.101(221), F.A.C., that the current landowner submitted to the department.
(225) “Tribal official” means the highest-ranking individual that represents Tribal leadership, such as the Chief, President, or Tribal Council leadership.
(226) “Tribe” means an Indian Tribe or Alaska Native Tribe, band, nation, pueblo, village, or community that the Secretary of the Interior acknowledges to exist as an Indian Tribe.
Rulemaking Authority 404.051(4), (11), 404.056(1), (6), 404.061(2) FS. Law Implemented 404.022(2)(c), 404.031, 404.051, 404.056, 404.0561 404.061, 404.20, 404.22 FS. History–New 7-17-85, Amended 4-4-89, 5-12-93, 1-1-94, 5-15-96, Formerly 10D-91.102, Amended 5-18-98, 10-8-00, 8-6-01, 9-11-01, 12-18-01, 9-28-06, 8-16-07, 2-28-08, 2-11-10, 5-8-13, 12-26-13, Amended                 .
 
64E-5.102 General Exemptions  
(1) through (2) No change.
(3) Common and contract carriers, freight forwarders, warehousemen, and the U.S. Postal Service are exempt from Rules 64E-5.301 through 64E-5.351, 64E-5.423 through 64E-5.441, 64E-5.601 through 64E-5.664, 64E-5.1101 through 64E-5.1120, and 64E-5.1401 through 64E-5.1427, F.A.C., and the requirements for a license in Chapter 404, F.S., if they transport or store byproduct material in the regular course of carriage for another or incident thereto. 
Rulemaking Authority 404.051(4), (11), 404.061(2), 404.081(1), 404.111(1)(d), 404.20(1) FS. Law Implemented 404.051(10), 404.061(2)(4), 404.081(1), 404.111(1)(d)(3), 404.121(1), 404.20 FS. History–New 7-17-85, Amended 5-12-93, Formerly 10D-91.103, Amended               .
NAME OF PERSON ORIGINATING PROPOSED RULE: Clark Eldredge, Chief, Bureau of Radiation Control

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: August 25, 2026

DATE NOTICE OF RULE DEVELOPMENT WAS PUBLISHED IN FAR: 3-31-2026
