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Title 33
ENVIRONMENTAL QUALITY
Part XV. Radiation Protection
Chapter 1.  General Provisions
§102. Definitions and Abbreviations
A.  Asused in these regulations, these terms have the definitions set forth below.
Additional definitions used only in a certain chapter may be found in that Chapter.

* %k 3k

Associate Radiation Safety Officer—an individual who:

a. meets the requirements in LAC 33:XV.763.A and M; and

b. is currently identified as an associate radiation safety officer for

the types of use of byproduct material for which the individual has been assigned duties and

tasks by the radiation safety officer on:

1. a specific medical use license issued by the Nuclear

Regulatory Commission or an agreement state: or

1. a medical use permit issued by a Nuclear Regulatory

Commission master material licensee.

Ophthalmic physicist—an individual who:

a. meets the requirements in LAC 33:XV.719.N.1.b and 763.M: and

b. 1s identified as an ophthalmic physicist on a:

1. specific medical use license issued by the Nuclear

Regulatory Commission or an agreement state:
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1. permit issued by a Nuclear Regulatory Commission or

agreement state broad scope medical use licensee:

1i1. medical use permit issued by a Nuclear Regulatory

Commission master material licensee; or

1v. permit issued by a Nuclear Regulatory Commission master

material licensee broad scope medical use permittee.

* %k 3k

Preceptor—an individual who provides, directs, or verifies the training and
experience required for an individual to become an authorized user, an authorized medical

physicist, an authorized nuclear pharmacist, er-a radiation safety officer, or an associate radiation

safety officer.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq., and 2104.B.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Nuclear
Energy Division, LR 13:569 (October 1987), amended by Office of Air Quality and Radiation
Protection, Radiation Protection Division, LR 18:34 (January 1992), LR 19:1421 (November
1993), LR 20:650 (June 1994), LR 22:967 (October 1996), LR 24:2089 (November 1998),
repromulgated LR 24:2242 (December 1998), amended by the Office of Environmental
Assessment, Environmental Planning Division, LR 26:2563 (November 2000), LR 26:2767
(December 2000), LR 30:1171, 1188 (June 2004), amended by the Office of Environmental
Assessment, LR 31:44 (January 2005), LR 31:1064 (May 2005), amended by the Office of the
Secretary, Legal Affairs Division, LR 32:811 (May 2006), LR 32:1853 (October 2006), LR
33:1016 (June 2007), LR 33:2175 (October 2007), LR 34:982 (June 2008), LR 36:1771 (August
2010), amended by the Office of the Secretary, Legal Division, LR 38:2748 (November 2012),
LR 40:283 (February 2014), LR 40:1338 (July 2014), LR 40:1926 (October 2014), LR 41:1276
(July 2015), LR 41:2321 (November 2015), amended by the Office of the Secretary, Legal
Affairs and Criminal Investigations Division, LR 44:2137, (December 2018), LR 47:

Chapter 3. Licensing of Byproduct Material
§328. Special Requirements for Specific License to Manufacture, Assemble, Repair, or

Distribute Commodities, Products, or Devices that Contain Byproduct Material
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A.-J.1.b.
C. the applicant submits to the Office of Environmental Compliance
information on the radionuclide, the chemical and physical form, packagingineludingthe

maximum activity per paekagevial, syringe,generator, or other container of the radioactive drug:;

and the shielding provided by the radieaective-material- thatpackaging to show it is appropriate for

the safe handling and storage of radiepharmaeceuticals by-greupthe radioactive drugs by medical

use licensees; and

d. the labeling-meetsapplicant commits to the following

eriterialabeling requirements:

1. the label is affixed to each transport radiation shield,
whether it is constructed of lead, glass, plastic, or other material, of a radioactive drug to be
transferred for commercial distribution. The label shall include the radiation symbol and the
words "CAUTION, RADIOACTIVE MATERIAL" OR "DANGER, RADIOACTIVE MATERIAL," the name of
the radioactive drug or its abbreviation, and the quantity of radioactivity at a specified date and
time. For radioactive drugs with a half life greater than 100 days, the time may be omitted; and

il. a label is affixed to each syringe, vial, or other container
used to hold a radioactive drug to be transferred for commercial distribution. The label shall
include the radiation symbol and the words "CAUTION, RADIOACTIVE MATERIAL" OR "DANGER,

RADIOACTIVE MATERIAL" and an identifier that ensures that the syringe, vial, or other container

can be correlated with the information on the transport radiation shield label.-and
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1. a copy of each individual's certification by a specialty

board whose certification process has been recognized by the department, the Nuclear

Regulatory Commission, or agreement state as specified inthe Board-of Pharmaceutical

¢ LAC 33:XV.763.K-2;

2.e.ii.—3.b.
4. A licensee shall satisfy the labeling requirements in Subparagraph J.1.d. of
this Section.
45. Nothing in this Section relieves the licensee from complying with

applicable FDA, other federal, and state requirements governing radioactive drugs.
K.—M4.g.

ICalibration and reference sources licensed under LAC 33:XV.322.G before January
19, 1975, may bear labels authorized by the regulations in effect on January 1, 1975.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq., and 2104.B.

HISTORICAL NOTE: Promulgated by the Department of Environmental Quality, Nuclear
Energy Division, LR 13:569 (October 1987), amended by the Office of Air Quality and Radiation
Protection, Radiation Protection Division, LR 18:34 (January 1992), LR 24:2092 (November
1998), amended by the Office of Environmental Assessment, Environmental Planning Division,
LR 26:2569 (November 2000), LR 26:2768 (December 2000), LR 27:1228 (August 2001), LR
30:1664 (August 2004), amended by the Office of the Secretary, Legal Affairs Division, LR
31:2526 (October 2005), LR 33:2179 (October 2007), LR 36:1771 (August 2010), amended by
the Office of the Secretary, Legal Division, LR 38:2746 (November 2012), LR 40:286 (February
2014), LR 40:1341 (July 2014), LR 41:1278 (July 2015), amended by the Office of the Secretary,
Legal Affairs and Criminal Investigations Division, LR 44:2137 (December 2018), LR 47:

§331. Specific Terms and Conditions of Licenses

A.



PROPOSED RULE/ JULY 20, 2021 RP0691t

B. No license issued or granted in accordance with these regulationsunder-this

Chapter and no right to possess or utilize radioactive material granted by any license issued
pursuant to this Chapter shall be transferred, assigned, or in any manner disposed of, either
voluntarily or involuntarily, directly or indirectly, through transfer of control of any license to
any person unless the department shall, after securing full information, find that the transfer is in
accordance with the provisions of the act;new-or-hereafterin-effeetand-with-all-valid rules;
regulations;and-orders-of the-department; and shall give its consent in writing.

1.

C. Each person licensed by the administrative authority in accordance with these

regulationspursuant-to-this-Chapter shall confine his erher-use and possession of the byproduct

material heensed-to the locations and purposes authorized in the license._ Except as otherwise

provided in the license, a license issued in accordance with these regulations shall carry with it

the right to receive, acquire, own, and possess byproduct material. Preparation for shipment and

transport of byproduct material shall be in accordance with the provisions of Chapter 15.

D.-F. ...

G. Each licensee preparing technetium-99m radiopharmaceuticals from

molybdenum-99/technetium-99m generators or rubidium-82 from strontium-82/rubidium-82

generators shall test the generator eluates for molybdenum-99 breakthrough or strontium-82 and

strontium-85 contamination, respectively, in accordance with LAC 33:XV.732. The licensee shall

record the results of each test and retain each record for three years after the record is made. The

licensee shall report the results of any test that exceeds the permissible concentration listed in

LAC 33:XV.732.A at the time of generator elution, in accordance with LAC 33:XV.732.D and E.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq., and 2104.B.
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HISTORICAL NOTE: Promulgated by the Department of Environmental Quality, Nuclear
Energy Division, LR 13:569 (October 1987), amended by the Office of Air Quality and Radiation
Protection, Radiation Protection Division, LR 18:34 (January 1992), amended by the Office of
Environmental Assessment, Environmental Planning Division, LR 26:2571 (November 2000),
amended by the Office of the Secretary, Legal Affairs Division, LR 31:2527 (October 2005), LR
33:2180 (October 2007), amended by the Office of the Secretary, Legal Division, LR 40:1928
(October 2014), LR 41:2132 (October 2015), LR 47:

Chapter 7.  Use of Radionuclides in the Healing Arts
§706. Radiation Safety Officer

A. A licensee’s management shall appoint a radiation safety officer, who agrees, in

writing, to be responsible for implementing the radiation safetyprotection program. The licensee,
through the radiation safety officer, shall ensure that radiation safety activities are being

performed in accordance with licensee-approved procedures and regulatory requirements--the

datly-operation-of the licensee'sradioactive-material pregram. A licensee's management may

appoint, in writing. one or more associate radiation safety officers to support the radiation safety

officer. The radiation safety officer, with written agreement of the licensee's management, shall

assign the specific duties and tasks to each associate radiation safety officer. These duties and

tasks are restricted to the types of use for which the associate radiation safety officer is listed on

a license. The radiation safety officer may delegate duties and tasks to the associate radiation

safety officer but shall not delegate the authority or responsibilities for implementing the

radiation protection program.

B.1.-4.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq., and 2104.B.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended by the Office of Environmental Assessment, Environmental Planning Division,
LR 26:2588 (November 2000), amended by the Office of the Secretary, Legal Affairs Division,
LR 32:813 (May 2006), LR 47:
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§708. Statement of Authorities and Responsibilities
A. A licensee shall provide sufficient authority,-and organizational freedom, time,

resources, and management prerogative to the radiation safety officer and the radiation safety

committee to:

1.

2. initiate, recommend, or provide selatienscorrective actions; and
3. stop unsafe operations; and

4. verify implementation of corrective actions.

B.
AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq., and 2104.B.
HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), LR 47:
§710. Report and Notification of a Dose to an Embryo/Fetus or a Nursing Child
A. A licensee shall report any dose to an embryo/fetus that is greater than 50 mSv (5

rem) dose equivalent that is a result of an administration of radieaetivebyproduct material or

radiation from byproduct material to a pregnant individual unless the dose to the embryo/fetus

was specifically approved, in advance, by the authorized user.
B. A licensee shall report any dose to a nursing child that is a result of an
administration of radieaetivebyproduct material to a breast-feeding individual that:
B.1.-F.la.

b. the Seetal-Seeurity-numberidentification number or if no other
identification number is available, the social security number;-if-ene-has-been-asstgned; of the

individual who is the subject of the event; and

F.2.
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AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.
HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Environmental Assessment, Environmental Planning Division, LR 30:1174 (June 2004),
amended by the Office of the Secretary, Legal Affairs Division, LR 33:2185 (October 2007), LR
47:
§712. Notifications, Reports, and Records of Medical Events
A. A licensee shall report any event as a medical event, except for an event that

results from patient intervention, in which the administration of radieaetivebyproduct material or

radiation from radieaetivebyproduct material, except permanent Implant brachytherapy, results

n:

1. a dose that differs from the prescribed dose, or the 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,
whereand:

la.—2.

a. an administration of a wrong radioactive drug containing

byproduct material or the wrong radionuclide for a brachytherapy procedure;

b. an administration of a radioactive drug_containing byproduct
material by the wrong route of administration;
c.—e. ...

3. a dose to the skin or an organ or tissue other than the treatment site that
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a. 0.5 Sv (50 rem) or more the expected dose to that site from the

procedure if the administration had been given in accordance with the written directive prepared

or revised before administration: and

b. 50 percent or more the expected dose to that site from the

procedure if the administration had been given in accordance with the written directive prepared

or revised before administration.

B. For permanent implant brachytherapy, the administration of byproduct material or

radiation from byproduct material (excluding sources that were implanted in the correct site but

migrated outside the treatment site) that results in:

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:

2. the total source strength administered outside of the treatment site

exceeding 20 percent of the total source strength documented in the post-implantation portion of

the written directive: or

3. an administration that includes any of the following:
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.
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BC. A licensee shall report any event resulting from intervention of a patient or

human research subject in which the administration of radieaetive-matertalbyproduct material or

radiation from byproduct material results or will result in unintended permanent functional

damage to an organ or a physiological system, as determined by a physician.
€D. The following notifications are required for a medical event.

1. The licensee shall notify the Office of Environmental Compliance by
telephone at (225) 765-0160 in the manner provided in LAC 33:1.3923 no later than the next
calendar day after discovery of the medical event.

2. The licensee shall submit a written report to the Office of Environmental

Compliance using the procedures provided in LAC 33:1.3925.B and C within 15 days after

discovery of the medical event.Fhe-writtenreportshall inelude the licensee'sname;-the

a. The written report shall include:
L the licensee's name;
il. the name of the prescribing physician;
1ii. a brief description of the event;

10
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1v. why the event occurred;

V. the effect, if any, on the individual(s) who received the
administration;

Vi. what actions, if any, have been taken or are planned to
prevent recurrence; and

Vii. certification that the licensee notified the individual (or the

individual's responsible relative or guardian), and if not, why not.

b. The report may not contain the individual's name or any other

information that could lead to identification of the individual.

3. The licensee shall notify the referring physician and also notify the
individual who is the subject of the medical event no later than 24 hours after its discovery,

unless the referring physician personally informs the licensee either that he or she will inform the

individual or that, based on medical judgement, telling the individual would be harmful. The
licensee is not required to notify the individual without first consulting the referring physician. If
the referring physician or the affected individual cannot be reached within 24 hours, the licensee
shall notify the individual as soon as possible thereafter. The licensee may not delay any
appropriate medical care for the individual, including any necessary remedial care as a result of
the medical event, because of any delay in notification. To meet the requirements of this
Paragraph, the notification to the individual who is the subject of the medical event may be made
instead to that individual's responsible relative or guardian. If a verbal notification is made, the
licensee shall inform the individual, or appropriate responsible relative or guardian, that a written
description of the event can be obtained from the licensee upon request. The licensee shall

provide such a written description if requested.

11
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PE  Each licensee shall retain a record of each medical event for five years. The

record shall contain the names of all individuals involved (including the prescribing physician,
allied health personnel, the individual affected by the medical event, and the individual's
referring physician), the individual's driver's license or state identification number and the
issuing state, a brief description of the medical event, why it occurred, the effect on the
individual, what improvements are needed to prevent recurrence, and the actions taken to prevent
recurrence.

EF.  Aside from the notification requirement, nothing in this Section affects any rights
or duties of licensees and physicians in relation to each other, the individual, or the individual's
responsible relatives or guardians.

EG. A licensee shall:

1. annotate a copy of the report provided to the department with:
a. the name of the individual who is the subject of the event; and

b. the Seetal-Seeurtty-numberidentification number or if no other
identification number is available, the social security number+f-one-has-been-assigned; of the

individual who is the subject of the event; and

12
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2. provide a copy of the annotated report to the referring physician, if other
than the licensee, no later than 15 days after the discovery of the event.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended LR 24:2102 (November 1998), amended by the Office of Environmental
Assessment, Environmental Planning Division, LR 26:2588 (November 2000), LR 30:1174
(June 2004), LR 30:1679 (August 2004), amended by the Office of Environmental Assessment,
LR 30:2804 (December 2004), LR 47:

§718. Authorization for Calibration, Transmission, and Reference Sources

A. Any person authorized by LAC 33:XV.702 for medical use of
radieaetivebyproduct material may receive, possess, and use the following radieaetivebyproduct
material for check, calibration, transmission, and reference use:

1. sealed sources manufactured and distributed by persons specifically

licensed pursuant-toin accordance with Chapter 3 of these regulations or equivalent provisions of

the U.S. Nuclear Regulatory Commission, an agreement state, or a licensing state, and that do
not exceed +530 millicuries (5551.11 MGBq) each;

2. sealed sources redistributed by a licensee authorized to redistribute the

sealed sources manufactured and distributed by a person licensed under LAC 33:XV.328.L or

equivalent agreement state regulations, providing the redistributed sealed sources are in the

original packaging and shielding and are accompanied by the manufacturer's approved

instructions and do not exceed 30 mCi (1.11 GBq) each;

3. any radieaetivebyproduct material hstedHnEAC33-XV729- 073+ with a
half-life of 1820 days or less in individual amounts not to exceed 15 millicuries (555-M0.56

GBq);

13
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34. any radieaetivebyproduct material hstedHnEAC33-XV729-0r 73+ with a
half-life greater than 1920 days in individual amounts not to exceed the smaller of 200

microcuries (7.4 MBq) eaeh:andor 1000 times the quantities in LAC 33:XV.499.Appendix C; or

45.  technetium-99m in individaal-amounts nette-exeeed50-milhieuries (185
GBeas needed.

B. Byproduct material in sealed sources authorized by this provision shall not be:

1. used for medical use as defined in LAC 33:XV.102 except in accordance

with the requirements in LAC 33:XV.739: or

2. combined (i.e., bundled or ageregated) to create an activity greater than

the maximum activity of any single sealed source authorized under this section.

C. A licensee using calibration, transmission, and reference sources in accordance

with the requirements in Subsections A or B of this Section need not list these sources on a

specific medical use license.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.
HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), LR 47:
§719. Requirements for Possession of Sealed Sources and Brachytherapy Sources
A.—K....
L. A licensee shall mathematically correct the outputs or activities determined in

Subsection AJ of this Section for physical decay at intervals consistent with 1 percent physical

decay.

14
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Seetion-Strontium-90 Sources for Ophthalmic Treatments.

1. Licensees who use strontium-90 for ophthalmic treatments shall ensure

that certain activities as specified in Paragraph N.2 of this Section are performed by either:

a. an authorized medical physicist; or
b. an individual who:
L. is identified as an ophthalmic physicist on a specific

medical use license issued by the NRC or an agreement state; permit issued by an NRC or

agreement state broad scope medical use licensee; medical use permit issued by an NRC master

material licensee: or permit issued by an NRC master material licensee broad scope medical use

permittee;

1. holds a master's or doctor's degree in physics, medical

physics, other physical sciences, engineering, or applied mathematics from an accredited college

Or university;

1i1. has successfully completed 1 year of full-time training in

medical physics and an additional year of full-time work experience under the supervision of a

medical physicist: and

1v. has documented training in:

(a). the creation, modification, and completion of

written directives:

(b). procedures for administrations requiring a written

directive; and

15
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(c). performing the calibration measurements of

brachytherapy sources as detailed in 719.J.

2. The individuals who are identified in Paragraph N.1 of this Section shall:

a. calculate the activity of each strontium-90 source that is used to

determine the treatment times for ophthalmic treatments. The decay shall be based on the activity

determined under 719.J; and

b. assist the licensee in developing, implementing, and maintaining

written procedures to provide high confidence that the administration is in accordance with the

written directive. These procedures shallmust include the frequencies that the individual meeting

the requirements in Paragraph N.1 of this Section will observe treatments, review the treatment

methodology. calculate treatment time for the prescribed dose, and review records to verify that

the administrations were in accordance with the written directives.

3. Licensees shall retain a record of the activity of each strontium-90 source

for the life of the source in accordance with LAC 33:XV.744.C.

o L bl ) L ofd] . el ) o0 )

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended by the Office of Environmental Assessment, Environmental Planning Division,
LR 26:2589 (November 2000), LR 30:1176 (June 2004), amended by the Office of the Secretary,
Legal Affairs Division, LR 31:2533 (October 2005), LR 33:2185 (October 2007), LR 47:

§732. Permissible Molybdenum-99, Strontium-82, and Strontium-85 Concentrations

A -C.
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Cemphianece-by-telephone-at-(2251765-0160-The licensee shall notify the Office of

Environmental Compliance by telephone at (225) 765-0160 and the distributor of the generator

within seven calendar days after discovery that an eluate exceeded the permissible concentration

specified in LAC 33:XV.732.A at the time of generator elution. The telephone report to the

department shall include the manufacturer, model number, and serial number (or lot number) of

the generator: the results of the measurement: the date of the measurement; whether dosages

were administered to patients or human research subjects, when the distributor was notified, and

the action taken.

E. By an appropriate method listed in LAC 33:1.3923. the licensee shall submit a

written report to the Office of Environmental Compliance within 30 calendar days after

discovery of an eluate exceeding the permissible concentration at the time of generator elution.

1. The written report shall include:
a. the action taken by the licensee;
b. the patient dose assessment;
C. the methodology used to make this dose assessment if the eluate

was administered to patients or human research subjects; and

d. the probable cause and an assessment of failure in the licensee's

equipment, procedures, or training that contributed to the excessive readings if an error occurred

in the licensee's breakthrough determination; and the information in the telephone report as

required by Subsection D of this Section.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended by the Office of Environmental Assessment, Environmental Planning Division,
LR 26:2589 (November 2000), amended by the Office of the Secretary, Legal Division, LR
40:291 (February 2014), LR 47:

17
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§735. Use of Radiopharmaceuticals for Therapy
A.—-B.2.
C. A licensee may use any unsealed radioactive material identified in

763.E.1.b.i.(b).(vii) prepared for medical use and for which a written directive is required that is:

1. obtained from:
a. a manufacturer or preparer licensed under LAC 33:XV.328.J or
equivalent agreement state requirements;_or

b. a PET radioactive drug producer license in accordance with LAC

33:XV.324.D.1 or equivalent NRC or agreement state requirements; or

2. excluding production of PET radionuclides, prepared by:
a. an authorized nuclear pharmacist;;
b. a physician who is an authorized user and who meets the

requirements specified in LAC 33:XV.763.D or E.1, or
C. an individual under the supervision,-efeither as specified in LAC

33:XV.709, of the authorized nuclear pharmacist in Subparagraph C.2.a of this Section or the

physician who is an authorized used in Subparagraph C.2.b of this Section; or

3. obtained from and prepared by a Nuclear Regulatory Commission or

agreement state licensee, for use in research in accordance with an Investigational New Drug

(IND) protocol accepted by FDA; or
4.
AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.
HISTORICAL NOTE: Promulgated by the Department of Environmental Quality, Office

of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended LR 24:2104 (November 1998), amended by the Office of Environmental

18
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Assessment, Environmental Planning Division, LR 30:1178 (June 2004), amended by the Office
of the Secretary, Legal Division, LR 40:292 (February 2014), LR 47:

§739. Use of Sealed Sources and Medical Devices for Diagnosis

A. A licensee shall use only sealed sources that are not in medical devices for

diagnostic medical uses asif the sealed sources are approved in the Sealed Source and Device

Registry for diagnostic medicine. The sealed sources may be used for diagnostic medical uses

that are not explicitly listed in the Sealed Source and Device Registry but shall be used in

accordance with the radiation safety conditions and limitations described in the Sealed Source

and Device Registry.

B. A licensee shall only use medical devices containing sealed sources for diagnostic

medical uses if both the sealed sources and medical devices are approved in the Sealed Source

and Device Registry for diagnostic medical uses. The diagnostic medical devices may be used

for diagnostic medical uses that are not explicitly listed in the Sealed Source and Device Registry

but shall be used in accordance with the radiation safety conditions and limitations described in

the Sealed Source and Device Registry.

C. Sealed sources and devices for diagnostic medical uses may be used in research

in accordance with an active Investigational Device Exemption (IDE) application accepted by

the U.S. Food and Drug Administration provided the requirements of LAC 33:XV.713A.1 are

met.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.

HISTORICAL NOTE: Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended by the Office of Environmental Assessment, Environmental Planning Division,
LR 30:1178 (June 2004), LR 47:

§741. Use of Sources for Brachytherapy

A.—-B....

19
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1. as approved in the Sealed Source and Device Registry for brachytherapy

medical use. The brachytherapy sources may be used for brachytherapy uses that are not

explicitly listed in the Sealed Source and Device Registry, but shall be used in accordance with

the radiation safety conditions and limitations described in the Sealed Source and Device

Registry; or

2. in research to deliver therapeutic doses for medical use in accordance with

an active Investigational Device Exemption (IDE) application accepted by the FDA, provided
the requirements of LAC 33:XV.713.A.1 are met.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended by the Office of Environmental Assessment, Environmental Planning Division,
LR 30:1178 (June 2004), amended by the Office of the Secretary, Legal Affairs Division, LR
32:813 (May 2006), LR 47:
§742. Safety Instructions

A. The licensee shall provide oral and written radiation safety instruction to all

personnel caring for a patient or human research subject receiving s#mplant-therapybrachytherapy

and cannot be released under LAC 33:XV.725. Refresher training shall be provided at intervals

not to exceed one year.

B.-B4.a.
b. visitation authorized in accordance with LAC 33:XV.421.€F;
5.—6. ...
C. A licensee shall maintain a record of individuals receiving instruction required by

Subsection A of this Section, a description of the instruction, the date of instruction, and the
name of the individual who gave the instruction for twethree years.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.
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HISTORICAL NOTE: Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended LR 24:2105 (November 1998), amended by the Office of Environmental
Assessment, Environmental Planning Division, LR 30:1179 (June 2004), amended by the Office
of the Secretary, Legal Affairs Division, LR 32:813 (May 2006), LR 47:

§743. Safety Precautions
A.-B.
1. dislodged from the patient; erand
B.2.—-C.
AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.
HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended LR 24:2105 (November 1998), amended by the Office of Environmental
Assessment, Environmental Planning Division, LR 30:1179 (June 2004), amended by the Office
of the Secretary, Legal Affairs Division, LR 32:814 (May 2006), LR 47:
§744. Brachytherapy Records

A —-Al

2. PrompthyrAs soon as possible after removing themsources from a patient or
a human research subject, the licensee shall return brachytherapy sources to an area of storage
from the area of use, and immediately count or otherwise verify the number returned to ensure
that all sources taken from the storage area have been returned.

3. A licensee shall makemaintain a record of brachytherapy source

uttlizatienaccountability required by Paragraghs 1 and 2 of this Section for three years.that

a. the names ol the individuals permitted to handle the sources:For

temporary implants, the record shall include:
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L. the number and activity of sources removed from storage,

the time and date they were removed from storage, the name of the individual who removed

them from storage. and the location of use; and

1. the number and activity of sources returned to storage, the

time and date they were returned to storage. and the name of the individual who returned them to

storage.

b. For permanent implants, the record shall include--

1. the number and activity of sources removed from storage,

the date they were removed from storage. and the name of the individual who removed them

from storage;

1. the number and activity of sources not implanted, the date

they were returned to storage. and the name of the individual who returned them to storage:; and

1i1. the number and activity of sources permanently implanted

in the patient or human research subject.
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B.-C.2.b.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended LR 24:2106 (November 1998), amended by the Office of Environmental
Assessment, Environmental Planning Division, LR 30:1179 (June 2004), LR 47:

§745. Surveys forFemporary-hmplantsAfter Source Implant and Removal

A.

B. Immediately after removing the last temporary implant source from a patient or
human research subject, the licensee shall perform a radiation survey of the patient or human
research subject with a radiation detection survey instrument to confirm that all sources have

been removed.

D. A licensee shall maintain a record of patient or human research subject surveys
that demonstrates compliance with Subsections A, B, and C of this Section for #wethree years.
Each record shall include the date and results of the survey, the survey instrument used, and the
name of the individual who made the survey.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.
HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January

1992), amended LR 24:2106 (November 1998), amended by the Office of Environmental
Assessment, Environmental Planning Division, LR 30:1180 (June 2004), LR 47:
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§747. Use of Sealed Sources in Teletherapy Units, Remote Afterloader Units, and Gamma
Stereotactic Radiosurgery Units
A.—A2.

B. A licensee shall use teletherapy units, photon-emitting remote afterloader units, or

gamma stereotactic radiosurgery units:

1. approved in the Sealed Source and Device Registry to deliver a

therapeutic dose for medical use. These devices may be used for therapeutic medical treatments

that are not explicitly provided for in the Sealed Source and Device Registry, but shall be used in

accordance with radiation safety conditions and limitations described in the Sealed Source and

Device Registry; or

2. in research in accordance with an active Investigational Device Exemption

(IDE) application accepted by the FDA provided the requirements of LAC 33:XV.713.A.1 are

met.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.
HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended by the Office of Environmental Assessment, Environmental Planning Division,
LR 30:1180 (June 2004), LR 47:
§750. Safety Procedures and Instructions for Remote Afterloader Units, Teletherapy
Units, and Gamma Stereotactic Radiosurgery Units

A.-C2.

D. Prior to the first use for patient treatment of a new unit or an existing unit with a

manufacturer upgrade that affects the operation and safety of the unit, a licensee shall:

1. ensure that vendor operational and safety training is provided to all

individuals who will operate the unit. The vendor operational and safety training shall be
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provided by the device manufacturer or by an individual certified by the device manufacturer to

provide the operational and safety training

2. Alieensee-shall-provide operational and safety instructions, initially and at

least annually, to all individuals who operate the unit, as appropriate to the individual's assigned

duties. The instructions shall include instructionss in:

1a. the procedures identified in Paragraph A.4 of this Section; and
2b. the operating procedures for the unit.
E.
F. A licensee shall maintain a record of individuals receiving instruction required by
Subsection D of this Section, a description of the instruction, the date of instruction, the name(s)

of the attendee(s), and the name of the individual who gave the instruction for twethree years.

G. A licensee shall retain a copy of the procedures required by Paragraphs A.4 and
D.2 of this Section until the licensee no longer possesses the remote afterloader, teletherapy unit,

or gamma stereotactic radiosurgery unit.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.
HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended LR 24:2106 (November 1998), amended by the Office of Environmental
Assessment, Environmental Planning Division, LR 30:1180 (June 2004), LR 47:
§762. Five-YearInspeetionKFull Inspection Servicing for Teletherapyand Gamma

Stereotactic Radiosurgery Units

A. A licensee shall have each teletherapy unit and gamma stereotactic radiosurgery
unit fully inspected and serviced during each source replacement or at intervals not to exceed
five years, whichever comes first, to ensure proper functioning of the source exposure

mechanism and other safety components.

B.-C.
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AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq. and 2104.B.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended by the Office of Environmental Assessment, Environmental Planning Division,
LR 26:2590 (November 2000), LR 30:1186 (June 2004), LR 47:

§763. Training

A. Training for a Radiation Safety Officer and Associate Radiation Safety Officer.

Except as provided in Subsection B of this Section, the licensee shall require an individual

fulfilling the responsibilities of the radiation safety officer or an individual assigned duties and

tasks as an associate radiation safety officer as provided in LAC 33:XV.706 to be an individual:

1. who is certified by a specialty board whose certification process has been
recognized by the Nuclear Regulatory Commission or an agreement state, and who meets the
requirements in Paragraphs A.4 and-5 of this Section. {The names of board certifications that
have been recognized by the Nuclear Regulatory Commission or an agreement state will-beare

posted on the NRC's Medical Uses Licensee Toolkit web page.} To have its certification process

recognized, a specialty board shall require all candidates for certification to:
a.—b. ...

1. hold a master's or doctor's degree in physics, medical
physics, another physical science, engineering, or applied mathematics from an accredited
college or university;

ii. —1ii.(a).

(b).  ina-<clinical nuclear medicine facilityies providing
diagnostic and/or therapeutic services under the direction of a-physicians who meets the
requirements for an-authorized users in Subsection B or D, or Paragraph E.1 of this Section; and

L.b.ii. —2.a.v. ...
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b. one year of full-time radiation safety experience under the
supervision of the individual identified as the radiation safety officer on a NRCeemmisston or
agreement state license or permit issued by a NR Ceemmisston master material licensee that

authorizes similar type(s) of use(s) of byproduct material. An associate radiation safety officer

may provide supervision for those areas for which the associate radiation safety officer is

authorized on a NRC or an agreement state license or permit issued by a NRC master material

licensee. The full-time radiation safety experience shall involveig the following:

1L—vi. ...
vii.  disposing of byproduct material; erand

C. Reserved-this individual shall obtain a written attestation, signed

by a preceptor radiation safety officer or associate radiation safety officer who has experience

with the radiation safety aspects of similar types of use of byproduct material for which the

individual is seeking approval as a radiation safety officer or an associate radiation safety officer.

The written attestation shall state that the individual has satisfactorily completed the

requirements in Paragraphs A.2 and A.4 of this Section, and is able to independently fulfill the

radiation safety-related duties as a radiation safety officer or as an associate radiation safety

officer for a medical use license: or

3.

a. is a medical physicist who has been certified by a specialty board
whose certification process has been recognized by the Nuclear Regulatory Commission or an
agreement state in accordance with Subsection J of this Section, and-whe-has experience #mwith
the radiation safety feraspects of similar types of use of byproduct material for which the

licensee is seeking the approval of the individual as radiation safety officer or an associate

27



PROPOSED RULE/ JULY 20, 2021 RP0691t

radiation safety officer, and who meets the requirements in Paragraphs A.4 and-5-of this Section,;

or
b. is an authorized user, authorized medical physicist, or authorized

nuclear pharmacist identified on the-Heensee'sa Nuclear Regulatory Commission or an agreement

state license, or a permit issued by a Nuclear Regulatory Commission or an agreement state

licensee of broad scope, or a permit issued by the Nuclear Regulatory Commission master

material license broad scope permittee, and-has experience with the radiation safety aspects of

similar types of use of byproduct material for which the licensee seeks the approval of the

individual has the radiation safety officer or associate radiation safety officer, and meets the

requirements in paragraph 4 of this Section; or respensibilities:-and

C. has experience with the radiation safety aspects of the types of use

of byproduct material for which the individual is seeking simultaneous approval both as the

Radiation Safety Officer and the authorized user on the same new medical use license or new

medical use permit issued by a Nuclear Regulatory Commission master material license. The

individual shall also meet the requirements in Paragraph A.4 of this Section.

5—whe-hasThe individual shall have training in the radiation safety,

regulatory issues, and emergency procedures for the types of use for which a licensee seeks

approval. This training requirement may be satisfied by completing training that is supervised by
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a radiation safety officer, an associate radiation safety officer, authorized medical physicist,

authorized nuclear pharmacist, or authorized user, as appropriate, who is authorized for the
type(s) of use for which the licensee is seeking approval.
B.

1. An individual identified on an agreement state or a NRC license or a

permit issued by a NRC or an agreement state broad scope licensee or master material license

permit or by a master material license permittee of broad scope as a radiation safety officer, a

teletherapy or medical physicist, an authorized medical physicist, a nuclear pharmacist, or an

authorized nuclear pharmacist on an-agreement-state-or-aNuelear Regulatory Commission

24.2002]January 14, 2019, need not comply with the training requirements of Subsections A, J,

or K of this Section, respectively, except the radiation safety officers and authorized medical

physicists identified in this Paragraph shall meet the training requirements in Paragraphs A.4 or

J.3 of this Section as appropriate, for any material or uses for which they were not authorized

prior to this date.

Subseetion A J-er kot this-Seetion;respeetively=Any individual certified by the American

Board of Health Physics in Comprehensive Health Physics; American Board of Radiology:
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American Board of Nuclear Medicine: American Board of Science in Nuclear Medicine; Board

of Pharmaceutical Specialties in Nuclear Pharmacy; American Board of Medical Physics in

radiation oncology physics; Roval College of Physicians and Surgeons of Canada in nuclear

medicine; American Osteopathic Board of Radiology: or American Osteopathic Board of

Nuclear Medicine on or before October 24, 2005, need not comply with the training

requirements of Subsection A of this Section to be identified as a radiation safety officer or as an

associate radiation safety officer on a NRC or an agreement state license or NRC master

material license permit for those materials and uses that these individuals performed on or before

October 24, 2005.

3. Any individual certified by the American Board of Radiology in

therapeutic radiological physics, Roentgen ray and gamma ray physics, X-ray and radium

physics, or radiological physics, or certified by the American Board of Medical Physics in

radiation oncology physics, on or before October 24. 2005, need not comply with the training

requirements for an authorized medical physicist described in Subsection J of this Section, for

those materials and uses that these individuals performed on or before October 24, 2005.

4.  Aradiation safety officer, a medical physicist, or a nuclear pharmacist,
who used only accelerator-produced radioactive materials, discrete sources of radium-226, or
both, for medical uses or in the practice of nuclear pharmacy at a government agency or
federally-recognized Indian tribe before November 30, 2007, or at any other location of use
before August 8, 2009, or an earlier date as noticed by the NRC, need not comply with the
training requirements of Subsections A, J, or K of this Section, respectively, when performing the
same uses. A nuclear pharmacist, who prepared only radioactive drugs containing accelerator-

produced radioactive materials, or a medical physicist, who used only accelerator-produced
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radioactive materials, at the locations and during the time period identified in this Paragraph,
qualifies as an authorized nuclear pharmacist or an authorized medical physicist, respectively, for
those materials and uses performed before these dates, for purposes of this Chapter.

45. A-pPhysicians, dentists, or podiatrists identified as ar-authorized users for
the medical use of byproduct material on a license issued by the Nuclear Regulatory Commission
or agreement state, a permit issued by a NRCeemmisstor master material licensee, a permit
issued by a NRCeemmisstonr or an agreement state broad scope licensee, or a permit issued by a
commission master material license broad scope permittee on or before Oeteber24,2002January
14, 2019, who performs only those medical uses for which he-ershe-wasthey were authorized on
or before that date need not comply with the training requirements of this SeettenChapter.

56. A-pPhysicians, dentists, or podiatrists not identified as an-authorized users
for the medical use of byproduct material on a license issued by the Nuclear Regulatory
Commission or agreement state, a permit issued by a NR Ceemmisston master material licensee,
a permit issued by a NR Ceemmisston or an agreement state broad scope licensee, or a permit

issued by a NRCeemmisstor master material license of broad scope permittee-whe-performs

29.20050n or before October 24, 2005, need not comply with the training requirements of this

ChapterSeetion- for those materials and uses that these individuals performed on or before

October 24, 2005, as follows:

a. for uses authorized under LAC 33:XV.729 or 731, or oral

administration of sodium iodide I-131 requiring a written directive for imaging and localization

purposes, a physician who was certified on or before October 24, 2005, in nuclear medicine by

the American Board of Nuclear Medicine: diagnostic radiology by the American Board of
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Radiology: diagnostic radiology or radiology by the American Osteopathic Board of Radiology:

nuclear medicine by the Roval College of Physicians and Surgeons of Canada; or American

Osteopathic Board of Nuclear Medicine in nuclear medicine:

b. for uses authorized under LAC 33:XV.735.C, a physician who was

certified on or before October 24, 2005, by the American Board of Nuclear Medicine; the

American Board of Radiology in radiology, therapeutic radiology. or radiation oncology: nuclear

medicine by the Royal College of Physicians and Surgeons of Canada: or the American

Osteopathic Board of Radiology after 1984:

C. for uses authorized under LAC 33:XV.741. a physician who was

certified on or before October 24, 2005, in radiology, therapeutic radiology. or radiation

oncology by the American Board of Radiology: radiation oncology by the American Osteopathic

Board of Radiology; radiology. with specialization in radiotherapy, as a British “Fellow of the

Faculty of Radiology” or “Fellow of the Rovyal College of Radiology”’: or therapeutic radiology

by the Canadian Roval College of Physicians and Surgeons; and

d. for uses authorized under LAC 33:XV.739. a physician who was

certified on or before October 24, 2005, in radiology, diagnostic radiology. therapeutic

radiology. or radiation oncology by the American Board of Radiology: nuclear medicine by the

American Board of Nuclear Medicine: diagnostic radiology or radiology by the American

Osteopathic Board of Radiology: or nuclear medicine by the Roval College of Physicians and

Surgeons of Canada.

67. A-pPhysicians, dentists, or podiatrists who used only accelerator-produced
radioactive materials, discrete sources of radium-226, or both, for medical uses performed at a

government agency or federally-recognized Indian tribe before November 30, 2007, or at anyall
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other locations of use before August 8, 2009, or an earlier date as noticed by the NRC, need not
comply with the training requirements of this SeettenChapter when performing the same medical
uses. A physician, dentist, or podiatrist who used only accelerator-produced radioactive
materials, discrete sources of radium-226, or both, for medical uses at the locations and time
period identified in this Paragraph, qualifies as an authorized user for those materials and uses
performed before these dates, for purposes of this Chapter.

78. Individuals who need not comply with training requirements as described
in this Section may serve as preceptors for, and supervisors of, applicants seeking authorizations
on Agreement State or NRC licenses for the same uses for which these individuals are
authorized.

C.

1. who is certified by a medical specialty board whose certification process

has been recognized by the Nuclear Regulatory Commission or an agreement state;-and-whe

meets-the requirementsn-Subparagraph-C3-b-ef this Seetion. {The names of board certifications

that have been recognized by the Nuclear Regulatory Commission or an agreement state wiH

beare posted on the NRC's Medical Uses Licensees Toolkit web page.} To have its certification
process recognized, a specialty board shall require all candidates for certification to:

a. complete 60 hours of training and experience in basic radionuclide
handling techniques and radiation safety applicable to the medical use of unsealed byproduct

material for uptake, dilution, and excretion studies thatinelades-thetopiesHstedas described in

Clauses C.3.a.i-11 of this Section; and

b.
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2. who is an authorized user under Subsection D or Paragraph E.1 of this
Section, or equivalent agreement state requirements, or Nuclear Regulatory Commission
requirements-er-Subparagraph-C3-a-ef this-Seetion; or

3.

a. has completed 60 hours of training and experience, including a
minimum of eight hours of classroom and laboratory training, in basic radionuclide handling
techniques applicable to the medical use of unsealed byproduct material for uptake, dilution, and
excretion studies. The training and experience sustshall include:

1. —1i.(f).
b. has obtained written attestation;-signed-by-apreceptor-authorized

the individual has satisfactorily completed the requirements in Subparagraph €4-a-e+C.3.a of

this Section and is able to independently fulfill the radiation safety-related dutieshas-achieved-a

level of competeney-sufficientto-funetionindependently as an authorized user for the medical

uses authorized in LAC 33:XV.729. The attestation shall be obtained from either:

L. a preceptor authorized user who meets the requirements in

Subsections B, C. D, or Paragraph E.1 of this Section, or equivalent NRC or agreement state

requirements; or

1. a residency program director who affirms in writing that

the attestation represents the consensus of the residency program faculty where at least one

faculty member is an authorized user who meets the requirements in Subsections B, C. D, or

Paragraph E.1 of this Section, or equivalent NRC or agreement state requirements, and concurs

34



PROPOSED RULE/ JULY 20, 2021 RP0691t

with the attestation provided by the residency program director. The residency training program

shall be approved by the Residency Review Committee of the Accreditation Council for

Graduate Medical Education or the Royal College of Physicians and Surgeons of Canada or the

Council on Postdoctoral Training of the American Osteopathic Association and shall include

training and experience specified in Subparagraph C.3.a of this Section.

D.

1. who is certified by a medical specialty board whose certification process
has been recognized by the Nuclear Regulatory Commission or an agreement state;-and-whe
meets-the requirementsin-Subparagraph-D-3-b-of this Seetion. {The names of board certifications
that have been recognized by the Nuclear Regulatory Commission or an agreement state wil

beare posted on the NRC's Medical Uses Licensee Toolkit web page.} To have its certification

process recognized, a specialty board shall require all candidates for certification to:

l.a. - 3.

a. has completed 700 hours of training and experience, including a
minimum of 80 hours of classroom and laboratory training, in basic radionuclide handling
techniques applicable to the medical use of unsealed byproduct material for imaging and
localization studies. The training and experience mustshall include, at a minimum:

1. —1.(e).

il. work experience, under the supervision of an authorized
user, who meets the requirements in this Subsection, Subsection B, or Paragraph E.1 and
Subclause D.3.a.ii.(¥g) of this Section, or equivalent agreement state requirements, or Nuclear

Regulatory Commission requirements. An authorized nuclear pharmacist who meets the
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requirements in Subsections B or K of this Section may provide the supervised work experience

for Subclause D.3.a.ii.(g) of this Section. Work experience shall involveing:

(a). — (g)-
4b. has obtained written attestations-signed-by-apreceptor-authorized

Cemmissionrequirements that the individual has satisfactorily completed the requirements in

Subparagraph B4-a-erD.3.a of this Section and is able to independently fulfill the radiation

safety-related dutiesha

an authorized user for the medical uses authorized in LAC 33:XV.729 and LAC 33:XV.731.H.

The attestation shall be obtained from either:

L. a preceptor authorized user who meets the requirements in

this Subsection, Subsection B, or Paragraph E.1 and Subclause D.3.a.ii.(g) of this Section,

Nuclear Regulatory Commission or equivalent Agreement State requirements; or

1. a residency program director who affirms in writing that

the attestation represents the consensus of the residency program faculty where at least one

faculty member is an authorized user who meets the requirements in this Subsection, Subsection

B, or Paragraph E.1 and Subclause D.3.a.ii.(g), or equivalent Nuclear Regulatory Commission or

Agreement State requirements, and concurs with the attestation provided by the residency

program director. The residency training program shall be approved by the Residency Review

Committee of the Accreditation Council for Graduate Medical Education or the Roval College of

Physicians and Surgeons of Canada or the Council on Postdoctoral Training of the American
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Osteopathic Association and shall include training and experience specified in Subparagraph

D.3.a of this Section.

E.—E.l.
a. who is certified by a medical specialty board whose certification
process has been recognized by the Nuclear Regulatory Commission or an agreement state, and

who meets the requirements in Division E.1.b.i.(b).(vii) and-Clause E--b-i+of this Section. {The

names ofSpeetalty boards certifications thatwhese-ecertificationpreeesses have been recognized

by the Nuclear Regulatory Commission or an agreement state wil-beare posted on the NRC's

Medical Uses Licensee Toolkit web page.} To be recognized, a specialty board shall require all

candidates for certification to:

1. successfully complete residency training in a radiation
therapy or nuclear medicine training program or a program in a related medical specialty. These
residency training programs suastshall include 700 hours of training and experience as described
in Subclause E.1.b.i.(a) through Division E.1.b.i.(b).(v) of this Section. Eligible training
programs mustshall be approved by the Residency Review Committee of the Accreditation
Council for Graduate Medical Education, the Royal College of Physicians and Surgeons of
Canada, or the Commnitteeuncil on Post-Graduatedoctoral Training of the American Osteopathic
Association; and

a.ii. — b.

1. has completed 700 hours of training and experience,
including a minimum of 200 hours of classroom and laboratory training, in basic radionuclide
handling techniques applicable to the medical use of unsealed byproduct material requiring a

written directive. The training and experience mustshall include:
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(a). — (a).(v).

(b).  work experience, under the supervision of an
authorized user who meets the requirements in this pParagraph, Subsection B of this Section, or
equivalent agreement state requirements or Nuclear Regulatory Commission requirements. A
supervising authorized user, who meets the requirements in Subparagraph E.1.b of this Section,
shall also have experience in administering dosages in the same dosage category or categories
(i.e., Division E.1.b.i.(b).(vii) of this Section) as the individual requesting authorized user status.
The work experience shall involve:

(1). — (vi).
(vil). administering dosages of radioactive drugs

to patients or human research subjects from the three categories in this Division. Radioactive

drugs containing radionuclides in categories not included in this Division are regulated elsewhere

in this Chapter. This work experience shall involveing a minimum of three cases in each of the

following categories for which the individual is requesting authorized user status:
[a]. — [Db].
[c].  parenteral administration of any

radioactive drug that contains a radionuclide that is primarily used for its electron emission, beta

ernitterradiation characteristics, alpha radiation characteristics, or aphoton-emitting radtonuclide

with-a-photon energy of less than 150 keV, for which a written directive is required; andfer

. L adimini . c
| y lide. for-whiel . Lireetive ired: and
€il. has obtained written attestation that the individual has

satisfactorily completed the requirements in
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Clause E.1.b.1 of this Section, and has-achteved-alevel of competeneysufficientto-funetion-is

able to independently fulfill the radiation safety-related duties as an authorized user for the

medical uses authorized in LAC 33:XV.735.C for which the individual is requesting authorized

user status. The written-attestation shall be signed-by-a-preceptor-autherized-user-whoe-meets-the

this-Seetion)-as-the-individual requesting-authorizeduser-status-obtained from either:

(a). a preceptor authorized user who meets the

requirements in this Paragraph, Subsection B of this Section, equivalent agreement state

requirements. or Nuclear Regulatory Commission requirements and has experience in

administering dosages in the same dosage category or categories as the individual requesting

authorized user status: or

(b). a residency program director who affirms in writing

that the attestation represents the consensus of the residency program faculty where at least one

faculty member is an authorized user who meets the requirements in this Paragraph, Subsection

B of this Section, equivalent agreement state requirements, or Nuclear Regulatory Commission

requirements, has experience in administering dosages in the same dosage category or categories

as the individual requesting authorized user status, and concurs with the attestation provided by

the residency program director. The residency training program shall be approved by the

Residency Review Committee of the Accreditation Council for Graduate Medical Education or

the Roval College of Physicians and Surgeons of Canada or the Council on Postdoctoral
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Training of the American Osteopathic Association and shall include training and experience

specified in Clause E.1.b.i of this Section.

2.

a. who is certified by a medical specialty board whose certification
process includes all of the requirements in Clauses E.2.c.i and ii of this Section and whose
certification process has been recognized by the Nuclear Regulatory Commission or an
agreement state;-and-who-meets-the requirementsin-Clause E-2.e-iti-of thisSeetion. (The names
of board certifications that have been recognized by the Nuclear Regulatory Commission or an

agreement state wil-beare posted on the NRC's Medical Uses Licensee Toolkit web page-}; or

b.—c. ...

1. has successfully completed 80 hours of classroom and
laboratory training, applicable to the medical use of sodium iodide I-131 for procedures requiring
a written directive. The training mustshall include:

(a). — (e).
il. has work experience, under the supervision of an

authorized user who meets the requirements in this Paragraph, Subsection B of this Section, or

Paragraphs E.1;2; or E.3 of this Section, or equivalent agreement state requirements or Nuclear
Regulatory Commission requirements. A supervising authorized user who meets the
requirements in Subparagraph E.1.b of this Section shall also have experience in administering
dosages as specified in Subdivision E.1.b.i.(b).(vii).[a] or [b] of this Section. The work

experience shall involve:

(a). — (D).
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11. has obtained written attestation that the individual has

satisfactorily completed the requirements in Clauses E.2.c.i and ii of this Section, and has

achieved-alevel of competeney-suffictentto-funetionis able to independently fulfill the radiation

safety-related duties as an authorized user for oral administration of less than or equal to 1.22

gigabecquerels (33 millicuries) of sodium iodide I-131 for medical uses authorized in LAC

33:XV.735.C. The wxritten-attestation shall be signed-by-apreceptorauthorizeduser-who-meets

Seetion-obtained from either:

(a). a preceptor authorized user who meets the

requirements in this Paragraph, Subsection B of this Section, Paragraphs E.1 or E.3 of this

Section, equivalent NRC or agreement state requirements, and has experience in administering

dosages as specified in Subdivision E.1.b.i.(b).(vii).[a] or [b] of this Section; or

(b). aresidency program director who affirms in writing

that the attestation represents the consensus of the residency program faculty where at least one

faculty member is an authorized user who meets the requirements in this Paragraph, Subsection

B of this Section, Paragraphs E.1 or E.3 of this Section, or equivalent NRC or agreement state

requirements. has experience in administering dosages as specified in Subdivision

E.1.b.i.(b).(vii).[a] or [b] of this Section, and concurs with the attestation provided by the

residency program director. The residency training program shall be approved by the Residency

Review Committee of the Accreditation Council for Graduate Medical Education or the Royal
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College of Physicians and Surgeons of Canada or the Council on Postdoctoral Training of the

American Osteopathic Association and shall include training and experience specified in Clauses

E.2.c.i and ii of this Section.

3.

a. who is certified by a medical specialty board whose certification
process includes all of the requirements in Clauses E.3.c.i and ii of this Section, and whose
certification process has been recognized by the Nuclear Regulatory Commission or an
agreement state;-and-who-meets-the requirementsin-Clause E-3-e-it-of thisSeetion. (The names
of board certifications that have been recognized by the Nuclear Regulatory Commission or an

agreement state wil-beare posted on the NRC's Medical Uses Licensee Toolkit web page-}; or

b.—c. ...

1. has successfully completed 80 hours of classroom and
laboratory training, applicable to the medical use of sodium iodide I-131 for procedures requiring
a written directive. The training mustshall include:

(a). —(e).
il. has work experience, under the supervision of an

authorized user who meets the requirements in this Paragraph of this Section, Subsection B_of

this Section, exParagraph E.1 er3-of this Section, or equivalent agreement state requirements or

Nuclear Regulatory Commission requirements. A supervising authorized user who meets the
requirements in Subparagraph E.1.b of this Section shall also have experience in administering
dosages as specified in Subdivision E.1.b.i.(b).(vii).[b] of this Section. The work experience shall

involve:

(a). — (D).
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11. has obtained written attestation that the individual has

satisfactorily completed the requirements in Clauses E.3.c.i and ii of this Section, and is able

tohas-achieved-alevel of competeneysufficientto-funetion-independently fulfill the radiation

safety-related duties as an authorized user for oral administration of greater than 1.22

gigabecquerels (33 millicuries) of sodium iodide I-131 for medical uses authorized in LAC

33:XV.735.C. The wxritten-attestation shall be signed-by-apreceptorauthorized-user-who-meets

from either:

(a). a preceptor authorized user who meets the

requirements in this Paragraph, Subsection B of this Section, Paragraphs E.1 or E.3 of this

Section, equivalent NRC or agreement state requirements, and has experience in administering

dosages as specified in Subdivision E.1.b.i.(b).(vi1).[b] of this Section; or

(b). aresidency program director who affirms in writing

that the attestation represents the consensus of the residency program faculty where at least one

faculty member is an authorized user who meets the requirements in this Paragraph, Subsection

B of this Section, Paragraphs E.1 or E.3 of this Section, or equivalent NRC or agreement state

requirements. has experience in administering dosages as specified in Subdivision

E.1.b.i.(b).(vii).[b] of this Section, and concurs with the attestation provided by the residency

program director. The residency training program shall be approved by the Residency Review

Committee of the Accreditation Council for Graduate Medical Education or the Roval College of
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Physicians and Surgeons of Canada or the Council on Postdoctoral Training of the American

Osteopathic Association and shall include training and experience specified in Clauses E.3.c.i

and ii of this Section.

4.

a. who is an authorized user in accordance with Paragraph E.1 of this
Section for uses listed in Subdivision E.1.b.i.(b).(vi1).[c] erfe}-of this Section, or equivalent
agreement state requirements or Nuclear Regulatory Commission requirements; or

b. who is an authorized user in accordance with Subsections F or I of
this Section, or equivalent agreement state requirements, Nuclear Regulatory Commission
requirements, and who meets the requirements in Subparagraph E.4.d of this Section; or

C. who is certified by a medical specialty board whose certification
process has been recognized by the Nuclear Regulatory Commission or an agreement state in
accordance with Subsections F or I of this Section, and who meets the requirements in
Subparagraph E.4.d of this Section; or

d.

1. has successfully completed 80 hours of classroom and

laboratory training, applicable to parenteral administrations;fer-which-a-written-direetiveis

isrequired listed in Subdivision E.1.b.i.(b).(vii).[c]. The training mustshall include:

(a). —(e).
il. has work experience, under the supervision of an

authorized user who meets the requirements in this Paragraph, Subsection B, or Paragraph E.1 er
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4-of this Section, or equivalent agreement state requirements, or Nuclear Regulatory Commission

requirements in the parenteral administration;for-which-a-written-directiveisrequired;of any

in Subdivision E.1.b.i.(b).(vii).[c]. A supervising authorized user who meets the requirements in

this Paragraph, Paragraph E.1 of this Section, or equivalent NRC or agreement state

requirements, shall have experience in administering dosages as-speetfted-in-Subdivistons

Eb+b)rtvintelandforfdfof thisSeetionin the same category or categories as the individual

requesting authorized user status. The work experience shall involve:

(a). —(e).
(. administering dosages to patients or human research

subjects, that include at least three cases #velvingof the parenteral administrations as specified

in Subdivision E.1.b.i.(b).(vii).[c]fer-which-a-written-directive-isrequiredof any beta-emitter;

1i1. has obtained written attestation that the individual has

satisfactorily completed the requirements in SubparagraphClauses E.4.b-ered.i and ii of this

Section, and has-achteved-alevel of competeney-sufficientto-funetionis able to independently

fulfill the radiation safety-related duties as an authorized user for the parenteral administration of
unsealed byproduct material requiring a written directive. The written-attestation shall be

obtained from either:st
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(a). a preceptor authorized user who meets the

requirements in this Paragraph, Subsection B of this Section, Paragraph E.1 of this Section, or

equivalent NRC or agreement state requirements. A preceptor authorized user who meets the

requirements in this Paragraph, Paragraph E.1 of this Section, or equivalent NRC or agreement

state requirements, shall have experience in administering dosages in the same category or

categories as the individual requesting authorized user status: or

(b). aresidency program director who affirms in writing

that the attestation represents the consensus of the residency program faculty where at least one

faculty member is an authorized user who meets the requirements in this Paragraph, Subsection

B of this Section, Paragraph E.1 of this Section, or equivalent NRC or agreement state

requirements, has experience in administering dosages in the same dosage category or categories

as the individual requesting authorized user status, and concurs with the attestation provided by

the residency program director. The residency training program shall be approved by the

Residency Review Committee of the Accreditation Council for Graduate Medical Education or

the Roval College of Physicians and Surgeons of Canada or the Council on Postdoctoral Training

of the American Osteopathic Association and shall include training and experience specified in

Clauses 4.d.i and ii of this Section.

F. Training for Use of Manual Brachytherapy Sources. Except as provided in
Subsection B of this Section, the licensee shall require the authorized user of a manual

brachytherapy source for the uses authorized in LAC 33:XV.741.B to be a physician:
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1. who is certified by a medical specialty board whose certification process
has been recognized by the Nuclear Regulatory Commission or an agreement state;-and-whe
meets-the requirementsnParagraph-E3-of this-Seetton. {The names of board certifications that
have been recognized by the Nuclear Regulatory Commission or an agreement state will-beare

posted on the NRC's Medical Uses Licensee toolkit web page.} To have its certification process

recognized, a specialty board shall require all candidates for certification to:

a. successfully complete a minimum of three years of residency
training in a radiation oncology program approved by the Residency Review Committee of the
Accreditation Council for Graduate Medical Education or the Royal College of Physicians and
Surgeons of Canada or the Committeeuncil on Post-Graduatedoctoral Training of the American
Osteopathic Association; and

1.b. —2.a.i.(d)....

il. 500 hours of work experience under the supervision of an
authorized user who meets the requirements in this Subsection, Subsection B of this Section or
equivalent agreement state requirements or Nuclear Regulatory Commission requirements at a

medical astitutienfacility authorized to use byproduct materials in accordance with LAC

33:XV.741.B, involving:
(a). — (.

b. has completed three years of supervised clinical experience in
radiation oncology under the-supervisionof-an authorized user who meets the requirements in
this Subsection, Subsection B of this Section or equivalent agreement state requirements, or
Nuclear Regulatory Commission requirements as part of a formal training program approved by

the Residency Review Committee for Radiation Oncology of the Accreditation Council for
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Graduate Medical Education or the Royal College of Physicians and Surgeons of Canada or the
Committeeuncil on Postdoctoral Training of the American Osteopathic Association. This
experience may be obtained concurrently with the supervised work experience required in

Subparagraph F.2.a.ii of this Section; and

3c. has obtained written attestation;-signed-by-apreceptor-authorized

individual has satisfactorily completed the requirements in Subparagraphs El-a-erParagraph

F.2.a and b of this Section, and has-achteved-alevel of competeneysufficientto-funetion

independentlyis able to independently fulfill the radiation safety-related duties as an authorized

user of manual brachytherapy sources for the medical uses authorized in LAC 33:XV.741.B. The

attestation shall be obtained from either:

1. a preceptor authorized user who meets the requirements in

this Subsection, Subsection B of this Section, or equivalent NRC or agreement state

requirements; or

1. a residency program director who affirms in writing that

the attestation represents the consensus of the residency program faculty where at least one

faculty member is an authorized user who meets the requirements in this Subsection, Subsection

B of this Section or equivalent NRC or agreement state requirements, and concurs with the

attestation provided by the residency program director. The residency training program shall be

approved by the Residency Review Committee of the Accreditation Council for Graduate

Medical Education or the Royal College of Physicians and Surgeons of Canada or the Council on
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Postdoctoral Training of the American Osteopathic Association and shall include training and

experience specified in Subparagraphs 2.a and b of this Section.

G.—G.2.

a. has completed 24 hours of classroom and laboratory training
applicable to the medical use of strontium-90 for ophthalmic radiotherapy. The training mustshall
include:

L—1iv. ...

b. supervised clinical training in ophthalmic radiotherapy under the
supervision of an authorized user at a medical institution, clinic, or private practice that includes
the use of strontium-90 for the ophthalmic treatment of five individuals. This supervised clinical
training mustshall involve:

L—1iv. ...

3c. has obtained written attestation, signed by a preceptor authorized
user who meets the requirements in Subsections B or F and G of this Section, or equivalent
agreement state requirements, or Nuclear Regulatory Commission requirements that the
individual has satisfactorily completed the requirements in SubpParagraphs G1+-and-2.a and b of

this Section and b

#is able to

independently fulfill the radiation safety-related duties as an authorized user of strontium-90 for

ophthalmic use.

H. Training for Use of Sealed Sources and Medical Devices for Diagnosis. Except as

provided in Subsection B of this Section, the licensee shall require the authorized user of a
diagnostic sealed source forusetnor a device authorized in LAC 33:XV.739 to be a physician,

dentist, or podiatrist:

49



PROPOSED RULE/ JULY 20, 2021 RP0691t

1. who is certified by a specialty board whose certification process includes
all of the requirements in Paragraphs H.2-and-3 and 4 of this Section and whose certification
preeess-has been recognized by the Nuclear Regulatory Commission or an agreement state. {The
names of board certifications that have been recognized by the Nuclear Regulatory Commission

or an agreement state will be posted on the NRC's Medical Uses Licensee Toolkit web page-}; or

2. who is an authorized user for uses listed in LAC 33:XV.731.H. or

equivalent NRC or agreement state requirements: or

3. who has completed eight hours of classroom and laboratory training in
basic radionuclide handling techniques specifically applicable to the use of the device. The

training mustshall include:

a.—d. ...
34. who has completed training in the use of the device for the uses requested.
L.
1. who is certified by a medical specialty board whose certification process

has been recognized by the NRCeemmission or an agreement state, and who meets the
requirements in Paragraphs 1.3 and-4-of this Section. {The names of board certifications that have
been recognized by the Nuclear Regulatory Commission or an agreement state wil-beare posted

on the NRC's Medical Uses Toolkit web page.} To have its certification process recognized, a

specialty board shall require all candidates for certification to:
a. successfully complete a minimum of three years of residency
training in a radiation therapy program approved by the Residency Review Committee of the

Accreditation Council for Graduate Medical Education or the Royal College of Physicians and
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Surgeons of Canada or the Committeeuncil on Post-Graduatedoctoral Training of the American
Osteopathic Association; and
1.b. —2.a.i.(d).
il. 500 hours of work experience under the supervision of an
authorized user who meets the requirements in this Subsection, or Subsection B of this Section or
equivalent agreement state requirements or Nuclear Regulatory Commission requirements at a

medical institutionsfacility that is authorized to use byproduct materials in LAC 33:XV.747

involving:
(a). — (.

b. has completed three years of supervised clinical experience in
radiation therapy under the-supervistonofan authorized user who meets the requirements in this
Subsection, or Subsection B of this Section or equivalent agreement state requirements, or
Nuclear Regulatory Commission requirements, as part of a formal training program approved by
the Residency Review Committee for Radiation Oncology of the Accreditation Council for
Graduate Medical Education or the Royal College of Physicians and Surgeons of Canada or the
Committeeuncil on Postdoctoral Training of the American Osteopathic Association. This
experience may be obtained concurrently with the supervised work experience required in Clause
1.2.a.1i of this Section; and

3c. has obtained written attestation that the individual has satisfactorily
completed the requirements in Subparagraphtt-a-erSubparagraphs 1.2.a and b and Paragraph

.34 of this Section, and has-achieved-atevel-of competeney-sufficient-tofunetion

independentlyis able to independently fulfill the radiation safety-related duties as an authorized
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user of each type of therapeutic medical unit for which the individual is requesting authorized

user status. The written-attestation mustshall be signed-byobtained from either:

1. apreceptor authorized user who meets the requirements in
this Subsection or Subsection B of this Section or equivalent agreement state requirements or
Nuclear Regulatory Commission requirements for an-autherized-userforeachthe type(s) of
therapeutic medical unit for which the individual is requesting authorized user status; andor

1. a residency program director who affirms in writing that

the attestation represents the consensus of the residency program faculty where at least one

faculty member is an authorized user who meets the requirements in this Subsection, Subsection

B of this Section, or equivalent NRC or agreement state requirements, for the type(s) of

therapeutic medical unit for which the individual is requesting authorized user status, and

concurs with the attestation provided by the residency program director. The residency training

program shall be approved by the Residency Review Committee of the Accreditation Council for

Graduate Medical Education or the Rovyal College of Physicians and Surgeons of Canada or the

Council on Postdoctoral Training of the American Osteopathic Association and shall include

training and experience specified in Subparagraphs 2.a and b of this Section.

34. who has received training in device operation, safety procedures, and
clinical use for the type(s) of use for which authorization is sought. This training requirement
may be satisfied by satisfactory completion of a training program provided by the vendor for
new users or by receiving training supervised by an authorized user or authorized medical
physicist, as appropriate, who is authorized for the type(s) of use for which the individual is
seeking authorization.

J.
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1. who is certified by a specialty board whose certification process has been
recognized by the Nuclear Regulatory Commission or an agreement state, and who meets the
requirements in Paragraphs J.3 and-4-of this Section. {The names of board certifications that have
been recognized by the Nuclear Regulatory Commission or an agreement state wil-beare posted

on the NRC's Medical Uses Licensee Toolkit web page.} To have its certification process

recognized, a specialty board shall require all candidates for certification to:
a. hold a master's or doctor's degree in physics, medical physics,
another physical science, engineering, or applied mathematics from an accredited college or

university;

1. under the supervision of a medical physicist who is

certified in medical physics by a specialty board whose certification process has been recognized

under this Section by the NRCeemmission or an agreement state; or

il. in a-clinical radiation facilityies providing high-energy,
external beam therapy (photons and electrons with energies greater than or equal to 1 million
electron volts) and brachytherapy services under the direction of a-physicians who meets the
requirements for an authorized user in Subsection B, F or I of this Section; and

l.c.—-2.

a. holds a master's or doctor's degree in physics, medical physics,
another physical science, engineering, or applied mathematics from an accredited college or
university, and has completed one year of full-time training in medical physics and an additional
year of full-time work experience under the supervision of an individual who meets the

requirements for an authorized medical physicist for the type(s) of use for which the individual is
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seeking authorization. This training and work experience suastshall be conducted in a-clinical
radiation facilityies that provides high-energy, external beam therapy (photons and electrons with
energies greater than or equal to 1 million electron volts) and brachytherapy services, and
mustshall include:
L—1iv. ...

3b. has obtained written attestation that the individual has satisfactorily
completed the requirements in SubparagraphsJ-t-a-and-b-and ParagraphJ-4;-erSubparagraph
J.2.a and Paragraph J.34; of this Section, and has-achieved-alevel of competeneysuffictentto

funetionis able to independently fulfill the radiation safety-related duties as an authorized

medical physicist for each type of therapeutic medical unit for which the individual is requesting
authorized medical physicist status. The written attestation sustshall be signed by a preceptor
authorized medical physicist who meets the requirements in this Subsection, Subsection B of this
Section or equivalent agreement state requirements or Nuclear Regulatory Commission
requirements for an authorized medical physicist for each type of therapeutic medical unit for
which the individual is requesting authorized medical physicist status; and

34. who has training for the type(s) of use for which authorization is sought
that includes hands-on device operation, safety procedures, clinical use, and the operation of a
treatment planning system. This training requirement may be satisfied by satisfactorily
completing either a training program provided by the vendor or by training supervised by an
authorized medical physicist authorized for the type(s) of use for which the individual is seeking
authorization.

K.
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1. who is certified by a specialty board whose certification process has been
recognized by the Nuclear Regulatory Commission or an agreement state, and who meets the
requirements in Subparagraph K.32.b of this Section. {The names of board certifications that
have been recognized by the Nuclear Regulatory Commission or an agreement state will-beare

posted on the NRC's Medical Uses Licensee Toolkit web page.} To have its certification process

recognized, a specialty board shall require all candidates for certification to:

l.a. —2.a.1i.(e).

b3. has obtained written attestation, signed by a preceptor authorized
nuclear pharmacist, that the individual has satisfactorily completed the requirements in

Subparagraphsk-t-a;b;and-e;-or Paragraph K.2.a, of this Section and has-achieved-alevel-of

competeney-sufficientto-funetionis able to independently fulfill the radiation safety-related

duties as an authorized nuclear pharmacist.
L.—M.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq., and 2104.B.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office of
Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January 1992),
amended LR 24:2106 (November 1998), amended by the Office of Environmental Assessment,
Environmental Planning Division, LR 26:2590 (November 2000), LR 30:1186 (June 2004),
amended by the Office of Environmental Assessment, LR 31:1061 (May 2005), amended by the
Office of the Secretary, Legal Affairs Division, LR 32:814 (May 2006), LR 34:983 (June 2008),
LR 34:2121 (October 2008), LR 36:1772 (August 2010), amended by the Office of the Secretary,
Legal Division, LR 38:2748 (November 2012), LR 40:1342 (July 2014), amended by the Office
of the Secretary, Legal Affairs and Criminal Investigations Division, LR 44:2138 (December
2018), LR 45:1179 (September 2019), LR 47:

§777. Written Directives
A. A written directive shall be dated and signed by an authorized user before the
administration of I-131 sodium iodide greater than 1.11 megabecquerels (MBq)

(30 microcuries (uCi)), any therapeutic dosage of radieaetiveunsealed byproduct material, or any
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therapeutic dose of radiation from radieaetivebyproduct material. If, because of the emergent
nature of the patient's condition, a delay in order to provide a written directive would jeopardize
the patient's health, an oral directive is acceptable. The information contained in the oral
directive shall be documented as soon as possible in writing in the patient's record. A written
directive shall be prepared within 48 hours of the oral directive.
B.-B.1.
2. for an administration of a therapeutic dosage of unsealed

radieaetivebyproduct material other than sodium iodide I-131:

2.a.—5.d.
e. the total dose; or
6. for permanent implant brachytherapy:
a. before implantation:
L the treatment site;
il. the radionuclide; and
1ii. the total source strength; and
b. after implantation but before the patient leaves the post-treatment
recovery area:
L the treatment site;
il. the number of sources implanted:
1ii. the total source strength implanted; and
1v. the date; or
67. for all other brachytherapy, including low, medium, and pulsed dose-rate

remote afterloaders:
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a. before implantation:
1. the treatment site;
11. the radionuclide; and
111. the dose; and

b. after implantation but before completion of the procedure:
1. the radionuclide;
11. the treatment site;
1ii. the number of sources; and
v. the total source strength and exposure time (or the total

dose); and
V. the date.
C. A written revision to an existing written directive may be made if the revision is

dated and signed by an authorized user before the administration of:

1. the dosage of unsealed byproduct material;
2. the brachytherapy dose;
3. the gamma stereotactic radiosurgery dose;
4. the teletherapy dose: or
5. the next fractional dose.
D. If, because of the patient's condition, a delay in order to provide a written revision

to an existing written directive would jeopardize the patient's health, an oral revision to an

existing written directive is acceptable. The oral revision shall be documented as soon as

possible in the patient's record. A revised written directive shall be signed by the authorized user

within 48 hours of the oral revision.
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E. The licensee shall retain a copy of each written directive as required by this

Section for three years.

€F.  For any administration requiring a written directive, the licensee shall develop,
implement, and maintain written procedures to provide high confidence that:
1. the patient's or human research subject's identity is verified before each
administration; and
2. each administration is in accordance with the written directive.

G. At a minimum, the procedures required by Subsection F of this Section shall

address the following items that are applicable to the licensee's use of byproduct material:

1. verifying the identity of the patient or human research subject:

2. verifying that the administration is in accordance with the treatment plan,

if applicable, and the written directive:

3. checking both manual and computer-generated dose calculations:

4. verifying that any computer-generated dose calculations are correctly

transferred into the consoles of therapeutic medical units authorized by LAC 33:XV.747:

5. determining if a medical event, as defined in LAC 33:XV.712. has

occurred; and

6. determining, for permanent implant brachytherapy, within 60 calendar

days from the date the implant was performed, the total source strength administered outside of

the treatment site compared to the total source strength documented in the post-implantation

portion of the written directive, unless a written justification of patient unavailability is

documented.
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H. The licensee shall retain a copy of the procedures required under Subsection F of

this Section for the duration of the license.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2001 et seq., and 2104.B.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of Air Quality and Radiation Protection, Radiation Protection Division, LR 18:34 (January
1992), amended LR 21:554 (June 1995), LR 24:2110 (November 1998), amended by the Office
of Environmental Assessment, Environmental Planning Division, LR 26:2591 (November 2000),
LR 30:1187 (June 2004), LR 47:

Chapter 15. Transportation of Radioactive Material
§1510. General License: Use of Foreign Approved Package
A.-D.1.

2. complies with the terms and conditions of the certificate and revalidation
and with the applicable requirements of this Chapter-and-of H0-CERPart-7-Subparts A-G;and
H.

AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2104.B and 2113.

HISTORICAL NOTE: Promulgated by the Department of Environmental Quality, Nuclear
Energy Division, LR 13:569 (October 1987), amended by the Office of Environmental
Assessment, Environmental Planning Division, LR 26:1268 (June 2000), amended by the Office
of the Secretary, Legal Affairs Division, LR 34:2108 (October 2008), amended by the Office of
the Secretary, Legal Affairs and Criminal Investigations Division, LR 45:1183 (September 2019),
LR 47:
§1520. Quality Assurance

A.l.-3.
4. A program for transport container inspection and maintenance limited to

radiographic exposure devices, source changers, or packages transporting these devices, and

meeting the requirements of LAC 33:XV.547.B or equivalent NRC or other agreement state

requirement, is deemed to satisfy the requirements of LAC 33:XV.1508-B and Paragraph-A-2-of

this-SeettonLAC 33:XV.1520.A.
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AUTHORITY NOTE: Promulgated in accordance with R.S. 30:2104.B and 2113.

HISTORICAL NOTE:  Promulgated by the Department of Environmental Quality, Office
of the Secretary, Legal Affairs Division, LR 34:2112 (October 2008), repromulgated LR 34:2393
(November 2008), amended by the Office of the Secretary, Legal Affairs and Criminal
Investigations Division, LR 45:1184 (September 2019), LR 47:
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