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Notice of Rulemaking Hearing

Hearings will be conducted in the manner prescribed by the Uniform Administrative Procedures Act, T.C.A. § 4-5-204. For
questions and copies of the notice, contact the person listed below.

Agency/Board/Commission: Environment and Conservation
Division: Radiological Health
Contact Person: = Andrew Holcomb

William R. Snodgrass Tennessee Tower
Address: 312 Rosa L. Parks Avenue, 15t Floor
Nashville, TN 37243

Phone: | (615) 532-3038
Email: Andrew.holcomb@tn.gov

Any Individuals with disabilities who wish to participate in these proceedings (to review these filings) and may
require aid to facilitate such participation should contact the following at least 10 days prior to the hearing:

ADA Contact: = ADA Coordinator
William R. Snodgrass Tennessee Tower
312 Rosa L. Parks Avenue, 22nd Floor
Address:  Nashville, Tennessee 37243
1-866-253-5827 (toll free) or 615-532-0200
Phone: | Hearing impaired callers may use the TN Relay Service 1-800-848-0298

Email:  kathryn.reitz@tn.gov

Hearing Location(s) (for additional locations, copy and paste table)

Address 1: | Multimedia Room, 3 Floor

Address 2: William R. Snodgrass Tennessee Tower
" | 312 Rosa L. Parks Avenue
City: | Nashville, Tennessee

Zip: | 37243
Hearing Date: | 09/07/2023
Hearing Time: | 10:00 AM _X CST/CDT ____EST/EDT

Alternate Hearing Option
Method 1: Join electronically via Microsoft Teams.

Join on your computer, mobile app, or room device:
Click here to join the meeting

Meeting number (access code): 248 502 172 134
Meeting password: bFEcWd

Method 2: Join by phone (audio only).

1-629-209-4396
Access code: 924 728 737#
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Instructions for Microsoft Teams can be found on the TDEC Public Participation webpage.
Click here to view the instructions

Additional Hearing Information:

If it is hard for you to read, speak, or understand English, TDEC may be able to provide translation or
interpretation services free of charge. Please contact Carolyn Sekoral at (615-532-0417) for more information.

This rulemaking brings the regulations of the Division of Radiological Health into compliance with
changes that the U.S. Nuclear Regulatory Commission (NRC) has made to Title 10 of the Code of
Federal Regulations. This compatibility is required for Tennessee to maintain its status as an Agreement
State. The rulemaking amends Chapters 0400-20-05, 0400-20-06, 0400-20-07, 0400-20-08, 0400-20-
10, 0400-20-12, and Chapter 0400-20-13 to update regulatory requirements as follows:

Establish separate requirements for identifying and reporting medical events involving
permanent implant brachytherapy.

Amend training and experience requirements in multiple sections to remove the requirement to
obtain a written attestation for an individual who is certified by a specialty board whose
certification process has been recognized by the NRC or an Agreement State.

Change the requirements for measuring the molybdenum-99 (Mo-99) concentration for elutions
of Mo-99/Technetium-99m (Tc-99m) generators and add requirements for reporting and
notification of a generator eluate exceeding permissible Mo-99, strontium-82 (Sr-82), or
strontium-85 (Sr-85) concentrations.

Allow licensees to appoint a qualified individual with expertise in certain uses of byproduct
material to be named on a license to serve as an associate radiation safety officer (ARSO).
Remove text requiring processing and evaluation by National Voluntary Laboratory Accreditation
Program processor.

Change in Sm-147 value in Table A-1.

Add Social Security Number fraud prevention measures.

Oral or written comments are invited at the hearing. In addition, written comments may be submitted to Andrew
Holcomb at the Division of Radiological Health, Central Office, address below, prior to or following the public
hearing. However, the Division must receive comments in its Central Office by 4:30 p.m. (CST/CDT), September
8, 2023, to assure consideration.

Copies of draft rules are available for review in the Public Access Areas of the following Departmental Field

Offices:

Nashville Field Office Knoxville Field Office

711 R. S. Gass Boulevard 3711 Middlebrook Pike
Nashville, TN 37243 Knoxville, TN 37921

(615) 687-7000 / 1-888-891-8332 (865) 594-6035 / 1-888-891-8332
Chattanooga Field Office Memphis Field Office

State Office Building 8383 Wolf Lake Drive

540 McCallie Avenue, Suite 550 Bartlett, TN 38133-4119
Chattanooga, TN 37402-2013 (901) 368-7939 / 1-888-891-8332

(423) 634-5781 / 1-888-891-8332

Copies are available for review also at the Division of Radiological Health, Central Office:

Division of Radiological Health
William R. Snodgrass Tennessee Tower
312 Rosa L. Parks Avenue, 15th Floor
Nashville, Tennessee 37243
(615) 532-0364
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The "DRAFT" rules may be accessed for review also at the Department's World Wide Web Site located at
https://www.tn.gov/environment/ppo-public-participation/ppo-public-participation/ppo-radiation.html.

Revision Type (check all that apply):

X Amendment
X New
Repeal

Rule(s) (ALL chapters and rules contained in filing must be listed. If needed, copy and paste additional tables to
accommodate more than one chapter. Please enter only ONE Rule Number/Rule Title per row.)

Chapter Number | Chapter Title
0400-20-04 General Provisions
Rule Number Rule Title

0400-20-04-.07

Notifications, Reports, and Other Communications

0400-20-04-.11

Posting of Notices to Workers

Chapter Chapter Title
Number
0400-20-05 Standards for Protection Against Radiation

Rule Number

Rule Title

0400-20-05-.70

General Survey and Monitoring Requirements

0400-20-05-.115

Procedures for Receiving and Opening Packages

0400-20-05-.141

Notification of Incidents

0400-20-05-.145

Notifications, Records, and Reports of Misadministration

0400-20-05-.165

Report, Notification, and Records of a Dose to an Embryo/Fetus or a Nursing Child

Chapter Number | Chapter Title

0400-20-06 Use of X-Ray Apparatus

Rule Number Rule Title

0400-20-06-.05 Medical X-Ray Installations

0400-20-06-.09 Appendix A

Chapter Number | Chapter Title

0400-20-07 Use of Radionuclides in-The in the Healing Arts
Rule Number Rule Title

0400-20-07-.05 Definitions

0400-20-07-.11

Application for License, Amendment, or Renewal

0400-20-07-.13

License Amendments

0400-20-07-.14

Notifications

0400-20-07-.15

Exemptions Regarding Specific Licenses of Broad Scope

0400-20-07-.17

Authority and Responsibilities for the Radiation Protection Program

0400-20-07-.20

Written Directives

0400-20-07-.21

Procedures for Administrations Requiring a Written Directive

0400-20-07-.23

Training for Radiation Safety Officer and Associate Radiation Safety Officer

0400-20-07-.24

Training for an Authorized Medical Physicist

0400-20-07-.25

Training for an Authorized Nuclear Pharmacist

0400-20-07-.26

Training for Experienced Radiation Safety Officer, Teletherapy or Medical Physicist,
Authorized Medical Physicist, Authorized User, and Nuclear Pharmacist, and Authorized
Nuclear Pharmacist

0400-20-07-.31

Authorization for Calibration, Transmission, and Reference Sources

0400-20-07-.39

Training for Uptake, Dilution, and Excretion

0400-20-07-.41

Radionuclide-Contaminants Permissible Molybdenum-99, Strontium-82, and Strontium-85
Concentrations

0400-20-07-.43

Training for Imaging and Localization

0400-20-07-.44

Use of Unsealed Radioactive Material for Which a Written Directive is Required

0400-20-07-.47

Training for Use of Unsealed Radioactive Material for Which a Written Directive is
Required
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0400-20-07-.48

Training for the Oral Administration of Sodium lodide 1-131 Requiring a Written Directive in
Quantities Less Than or Equal to 1.22 Gigabecquerels (33 Millicurries)

0400-20-07-.49

Training for the Oral Administration of Sodium lodide 1-131 Requiring a Written Directive in
Quantities Greater Than 1.22 Gigabecquerels (33 Millicurries)

0400-20-07-.50

Training for the Parenteral Administration of Unsealed Radioactive Material Requiring a
Written Directive

0400-20-07-.51

Use of Sealed Sources for Manual Brachytherapy

0400-20-07-.57

Beecay-of Strontium-90 Sources for Ophthalmic Treatments

0400-20-07-.59

Training for Use of Manual Brachytherapy Sources

0400-20-07-.60

Training for Ophthalmic Use of Strontium-90

0400-20-07-.61

Use of Sealed Sources and Medical Devices for Diagnosis

0400-20-07-.62

Training for Use of Sealed Sources and Medical Devices for Diagnosis

0400-20-07-.63

Use of Sealed Source in a Remote Afterloader Unit, Teletheraphy Unit, or Gamma
Stereotactic Radiosurgery Unit

0400-20-07-.66

Safety Procedures and Instructions for Remote Afterloader Units, Teletherapy Units and
Gamma Stereotactic Radiosurgery Units

0400-20-07-.77

Five-Year Full-Inspection Servicing for Teletherapy Ynits and Gamma Stereotactic
Radiosurgery Units

0400-20-07-.80

Training for Use of Remote Afterloader Units, Teletherapy Units, and Gamma Stereotactic
Radiosurgery Units

0400-20-07-.82

Records of Authority and Responsibilities for Radiation Protection Programs

0400-20-07-.96

Records of Safety Instruction and Training

0400-20-07-.110

Records of Five-Year Full-Inspection for Teletherapy and Gamma Stereotactic
Radiosurgery Units

0400-20-07-.114

Report and Notification for an Eluate Exceeding Permissible Molybdenium-99, Strontium-

82, and Strontium-85 Concentrations

Chapter Number | Chapter Title
0400-20-08 Radiation Safety Requirements for Industrial Radiography
Rule Number Rule Title

0400-20-08-.05

Personal Radiation Safety Requirements for Radiographers and Radiographer’s
Assistants

0400-20-08-.12

Reporting Requirements

0400-20-08-.15

Recordkeeping Requirements

Chapter Number | Chapter Title
0400-20-10 Licensing and Registration
Rule Number Rule Title

0400-20-10-.13

Special Requirements for Issuance of Specific Licenses

0400-20-10-.16

Specific Terms and Conditions of Licenses

0400-20-10-.27

Inspections

0400-20-10-.30

Packaging and Transportation of Radioactive Material

0400-20-10-.31

Fees for Licenses

0400-20-10-.34

Supplemental Fees for Calendar Year 2013

0400-20-10-.38

Appendix-Schedules

Chapter Number | Chapter Title
0400-20-12 Radiation Safety Requirements for Well Logging
Rule Number Rule Title

0400-20-12-.20

Personnel Monitoring

Chapter Number

Chapter Title

0400-20-13

Physical Protection of Category 1 and Category 2 Quantities of Radioactive Material

Rule Number

Rule Title

0400-20-13-.02

Background Investigations and Access Authorization Program

0400-20-13-.03

Physical Protection Requirements During Use

0400-20-13-.04

Physical Protection in Transit
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Place substance of rules and other info here. Statutory authority must be given for each rule change. For
information on formatting rules go to
https://sos.tn.gov/products/division-publications/rulemaking-quidelines.

Chapter 0400-20-04
General Provisions

Amendments

The table of contents for Chapter 0400-20-04 General Provisions is amended by deleting the title for Rule 0400-
20-04-.07 Notifications, Reports and Other Communications in its entirety and substituting instead the following:

Notifications, Reports, and Other Communications
Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraph (1) of Rule 0400-20-04-.07 Notifications, Reports, and Other Communications is amended by adding a
new subparagraph (e) after subparagraph (d) to read as follows:

(e) Electronic Mail: division.radiological.health@tn.gov.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-04-.11 Posting of Notices to Workers is amended by deleting it in its entirety and substituting instead
the following:

(1) Each licensee or registrant shall post current copies of the following documents, as applicable, in a sufficient
number of places to permit workers to observe them on the way to or from any particular licensed or
registered activity location to which the document applies. Documents shall be placed in a conspicuous
position and replaced if removed or altered:

(a) “State Regulations for Protection Against Radiation;”

(b) Radioactive material license, license conditions, and documents incorporated into a license by
reference and amendments thereto;

(c) Certified registration and amendments thereto;

(d) Registration of x-ray producing equipment;

(e) Operating and emergency procedures applicable to licensed or registered activities;

() Any written notice that these regulations have been violated shall be posted within 2 two working
days after receipt of the documents from the Dlvrsron and the Ircensee sor regrstrant S response;-if

‘ ‘ . These
documents shall remain posted for a minimum of 5 five workrng days or until action correctrng the
violation has been completed, whichever is later-; and

(9) Form RHS 8 3 (Notlce to Employees) Copres of this form may be obtalned by wrrtrngthe@wrsren

under Helpful Documents and Llnks at https//wwwtn gov/environment/program-areas/rh-

radiological-health1/rh-helpful-links.html.

(2) Instead of posting a document specified in subparagraphs (1)(a) through (e) of Rule-0400-20-04-14 this
rule, the licensee or registrant may post a notice that describes the document and states where it may be
examined.

(3} Form RHS 8-3 (Notice to Employees).
TENNESSEE DEPARTMENT OF ENVIRONMENT AND CONSERVATION
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Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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Chapter 0400-20-05
Standards for Protection Against Radiation

Amendments
The table of contents for Chapter 0400-20-05 Standards for Protection Against Radiation is amended by deleting
the title for Rule 0400-20-05-.145 Notifications, Records and Reports of Misadministration in its entirety and
substituting instead the following:
0400-20-05-.145 Notifications, Records, and Reports of Misadministration
Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraph (4) of Rule 0400-20-05-.70 General Survey and Monitoring Requirements is amended by deleting it in
its entirety and substituting instead the following:

(4) Except for direct and indirect reading pocket ionization chambers and those dosimeters used to measure
the dose to the extremities, all personnel dosimeters that require processing for determining the dose and
are used to comply with these standards or with conditions specified in a license or registration shall be
processed and evaluated by a dosimetry processor:

(a) Holding current personnel dosimetry accreditation from the National Voluntary Laboratory
Accreditation Program (NVLAP) of the National Institute of Standards and Technology; and

(b) Approved for processing and evaluating dosimeters exposed to the type of radiation(s) included in
the NVLAP program that most closely approximates the type of radiation(s) being monitored by the
dosimeter.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

The introductory text of paragraph (4) of Rule 0400-20-05-.115 Procedures for Receiving and Opening Packages
is amended by deleting it and substituting a new introductory text to read as follows, without impacting any of its
subparagraphs:

(4) The licensee shall immediately notify the final delivery carrier and the Division by telephone, telegram;
maigram—or facsimile, or electronic mail, as set forth in Rule 0400-20-04-.07, when either removable
radioactive surface contamination or external radiation levels exceed the following:

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Part 3 of subparagraph (b) of paragraph (3) of Rule 0400-20-05-.141 Preparation and Submission of Reports is
amended by deleting it in its entirety and substituting instead the following:

3. The isotopes, quantities, activity, manufacturer, model and serial nhumber of source (if
applicable), leak test results, and chemical and physical forms of the licensable material
involved;

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-05-.145 Notifications, Records, and Reports of Misadministration is amended by deleting it in its
entirety and substituting instead the following:

0400-20-05-.145 Naotifications, Records, and Reports of Misadministration.

(1) Other than events that result from intervention by a patient or human research subject, a licensee or
registrant shall report to the Division any event in which the administration of radioactive material, radiation
from radioactive material, except permanent implant brachytherapy, or radiation from a radiation producing
machine results in:

(a) A dose that differs from the prescribed dose or dose that would have resulted from the prescribed
dosage by more than 0.05 Sievert (5 rem) effective dose equivalent, 0.5 Sievert (50 rem) to an
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(2)

(b)

(c)

(d)

organ or tissue, or 0.5 Sievert (50 rem) shallow dose equivalent to the skin; and
1. The total dose delivered differs from the prescribed dose by 20 percent or more;

2. The total dosage delivered differs from the prescribed dosage by 20 percent or more or
falls outside the prescribed dosage range; or

3. The fractionated dose delivered differs from the prescribed dose, for a single fraction, by
50 percent or more.

A dose that exceeds 0.05 Sv (5 rem) effective dose equivalent, 0.5 Sv (50 rem) to an organ or
tissue, or 0.5 Sv (50 rem) shallow dose equivalent to the skin from any of the following:

1. An administration of a wrong radioactive drug or the wrong radionuclide for a brachytherapy
procedure;
2. An administration of a radioactive drug containing radioactive material by the wrong route

of administration;

3. An administration of a dose or dosage to the wrong individual or human research subject;
4. An administration of a dose or dosage delivered by the wrong mode of treatment; or
5. A leaking sealed source.

A dose to the skin or an organ or tissue other than the treatment site that exceeds by:

1. 0.5 Sv (50 rem) te—an-organ—or-tissue 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

2. 50 percent or more of the expected dose expected-from to that site from the procedure if
the administration defined-in has been given in accordance with the written directive

o g S S cl oHd S S S S Sae

migrated-outside-the-treatmentsite) prepared or revised before administration.

A therapeutic radiation machine dose:

1. Involving the wrong individual, wrong mode of treatment, or wrong treatment site;

2. When the treatment consists of 3 three or fewer fractions and the calculated total
administered dose differs from the total prescribed dose by more than 10 percent of the
total prescribed dose;

3. When the calculated weekly administered dose exceeds the weekly prescribed dose by 30
percent or more of the weekly prescribed dose; or

4. When the calculated total administered dose differs from the total prescribed dose by more
than 20 percent of the total prescribed dose.

For permanent implant brachytherapy, the administration of radioactive material or radiation from

radioactive material (excluding sources that were implanted in the correct site but migrated outside the

treatment site) that results in:

(a)

The total source strength administered differing by 20 percent or more from the total source

(b)

strength documented in the post-implantation portion of the written directive;

The total source strength administered outside of the treatment site exceeding 20 percent of the

(c)

total source strength documented in the post-implantation portion of the written directive; or

An administration that includes any of the following:
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2)(3)

)(4)

h(5)

5)(6)

6)(7)

€A(8)

1. The wrong radionuclide;

2. The wrong individual or human research subject;

3. 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

4. A leaking sealed source resulting in a dose that exceeds 0.5 Sv (50 rem) to an organ or
tissue.

A licensee or registrant shall report to the Division any event resulting from intervention of a patient or
human research subject in which the administration of radioactive material or radiation from radioactive
material results or will result in unintended permanent functional damage to an organ or a physiological
system, as determined by a physician.

A licensee or registrant shall notify the Division at the number given in Rule 0400-20-04-.07 no later than
the next calendar day after discovery of the misadministration.

A licensee or registrant shall submit a written report to the Division at the address listed in Rule 0400-20-
04-.07 within 15 days after discovery of the misadministration.

(a) The written report must include:
1. The licensee or registrant’s name;
2. The name of the prescribing physician;
3. A brief description of the event;
4. Why the event occurred;
5. The effect, if any, on the individual(s) who received the administration;
6. What actions, if any, have been taken or are planned to prevent recurrence; and
7. Certification that the licensee or registrant notified the individual (or the individual’'s

responsible relative or guardian), and if not, an explanation of why not.

(b) The report may not contain the individual’s name or any other information that could lead to
identification of the individual.

A licensee or registrant shall provide notification of the misadministration to the referring physician and also
notify the individual who is the subject of the misadministration no later than 24 hours after its discovery,
unless the referring physician personally informs the licensee or registrant either that they will inform the
individual or that, based on medical judgment, telling the individual would be harmful. The licensee or
registrant 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 or registrant shall notify
the individual as soon as possible thereafter. The licensee or registrant may not delay any appropriate
medical care for the individual, including any necessary remedial care as a result of the misadministration,
because of any delay in notification. To meet the requirements of this rule, the naotification of the individual
who is the subject of the misadministration may be made instead to that individual’s responsible relative or
guardian. If a verbal notification is made, the licensee or registrant 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 or registrant shall provide a written description if requested.

Aside from the notification requirement, nothing in this rule affects any rights or duties of licensees,
registrants, and physicians in relation to each other, to individuals affected by the misadministration, or to
that individual's responsible relatives or guardians.

A licensee or registrant shall retain;
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(@ Retain a record of a mlsadmlnlstratlon in accordance W|th this rule for3 three years:; A-copy of the

(b) Annotate a copy of the report of a misadministration provided to the Division with:
1. The licensee’s or registrant’s name;
2. The names of the individuals involved:;
3. The identification number, or if no other identification number is available, the social

security number of the individual who is the subject of the misadministration;

4. A brief description of the event and why it occurred:;

5. The effect, if any, on the individual;

6. The actions, if any, taken, or planned, to prevent recurrence; and

7. Whether the licensee or registrant notified the individual (or the individual’'s responsible

relative or guardian) and, if not, whether such failure to notify was based on guidance from
the referring physician.

(c) Provide a copy of the annotated report to the referring physician if other than the licensee or
registrant within 15 days after discovery of the misadministration.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraph (6) of Rule 0400-20-05-.165 Report, Notification, and Records of a Dose to an Embryo/Fetus or a
Nursing Child is amended by deleting it in its entirety and substituting instead the following:

(6) A licensee or registrant shall: retain

(a) Retain a record of a dose to an embryo/fetus ora nursrng child in accordance wrth thrs rule for 3

(b) Annotate a copy of the report of the event provided to the Division with:
1. The licensee’s or registrant’'s name;
2. The names of the individuals involved;
3. The identification number, or if no other identification number is available, the social

security number of the individual who is subject of the event;

4. A brief description of the event and why it occurred;
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5. The effect, if any, on the individual, embryo/fetus, or nursing child;

6. The actions, if any, taken or planned, to prevent recurrence; and

7. Whether the licensee or registrant notified the pregnant individual or mother (or the
mother’s or child’s responsible relative or guardian) and, if not, whether such failure to
notify was based on guidance from the referring physician.

(c) Provide a copy of the annotated report to the referring physician if other than the licensee or
registrant within 15 days after discovery of the event.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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Chapter 0400-20-06
Use of X-Ray Apparatus

Amendments

Part 2 of subparagraph (b) of paragraph (2) of Rule 0400-20-06-.05 Medical X-Ray Installations is amended by
deleting it in its entirety and substituting instead the follow:

least-equivalentto-0-25-millimeters-of lead Re
Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Subparagraph (a) of paragraph (1) of Rule 0400-20-06-.09 Appendix A is amended by deleting it in its entirety and
substituting instead the following:

(a) All x-ray equipment.

For x-ray equipment to which this Chapter chapter and 40-CER 21 C.F.R. §§ 1020.31 and 1020.32
are applicable, there shall be provided:

1. Adequate instructions concerning any radiological safety procedures and precautions
which that may be necessary because of unique features of the equipment; and

2. A schedule of the maintenance necessary to keep the equipment in compliance with this
Chapter chapter and 21 GER C.F.R. §§ 1020.31 and 1020.32

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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Chapter 0400-20-07

Use of Radionuclides In The Healing Arts

Amendments

The title of Chapter 0400-20-07 Use of Radionuclides In The Healing Arts is amended by deleting it its entirety
and substituting instead the following:

Use of Radionuclides 1n-The in the Healing Arts

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

The table of contents of Chapter 0400-20-07 Use of Radionuclides in the Healing Arts is amended by deleting it in
its entirety and substituting instead the following:

0400-20-07-.01

0400-20-07-.02

0400-20-07-.03

0400-20-07-.04

0400-20-07-.05

0400-20-07-.06

0400-20-07-.07

0400-20-07-.08

0400-20-07-.09

0400-20-07-.10

0400-20-07-.11

0400-20-07-.12

0400-20-07-.13

0400-20-07-.14

0400-20-07-.15

0400-20-07-.16

0400-20-07-.17

0400-20-07-.18

Purpose

Scope

Repealed

Repealed

Definitions

Other Federal and State
Requirements

Provisions for the Protection of
Human Research Subjects

Maintenance of Records

Implementation

License Required

Application for License,
Amendment, or Renewal
Reserved

License Amendments

Notifications

Exemptions Regarding Specific
Licenses of Broad Scope
License Issuance and Specific
Exemptions

Authority and Responsibilities for
the Radiation Protection Program
Radiation Protection Program
Changes
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0400-20-07-.58

0400-20-07-.59

0400-20-07-.60

0400-20-07-.61

0400-20-07-.62

0400-20-07-.63

0400-20-07-.64

0400-20-07-.65

0400-20-07-.66

0400-20-07-.67

0400-20-07-.68

0400-20-07-.69

0400-20-07-.70

0400-20-07-.71

0400-20-07-.72

0400-20-07-.73

0400-20-07-.74

0400-20-07-.75

Therapy-Related Computer
Systems

Training for Use of Manual
Brachytherapy Sources

Training for Ophthalmic Use of
Strontium-90

Use of Sealed Sources and
Medical Devices for Diagnosis
Training for Use of Sealed
Sources for Diagnosis

Use of a Sealed Source in a
Remote Afterloader Unit,
Teletherapy Unit, or Gamma
Stereotactic Radiosurgery Unit
Surveys of Patients and Human
Research Subjects Treated With a
Remote Afterloader Unit
Installation, Maintenance,
Adjustment and Repair

Safety Procedures and
Instructions for Remote Afterloader
Units, Teletherapy Units and
Gamma Stereotactic Radiosurgery
Units

Safety Precautions for Remote
Afterloader Units, Teletherapy
Units, and Gamma Stereotactic
Radiosurgery Units

Dosimetry Equipment

Full Calibration Measurements on
Teletherapy Units

Full Calibration Measurements on
Remote Afterloader Units

Full Calibration Measurements on
Gamma Stereotactic Radiosurgery
Units

Periodic Spot-Checks for
Teletherapy Units

Periodic Spot-Checks for Remote
Afterloader Units

Periodic Spot-Checks for Gamma
Stereotactic Radiosurgery Units
Additional Technical Requirements
for Mobile Remote Afterloader
Units
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0400-20-07-.19
0400-20-07-.20

0400-20-07-.21

0400-20-07-.22

0400-20-07-.23

0400-20-07-.24

0400-20-07-.25

0400-20-07-.26

0400-20-07-.27
0400-20-07-.28

0400-20-07-.29
0400-20-07-.30

0400-20-07-.31

0400-20-07-.32

0400-20-07-.33

0400-20-07-.34

0400-20-07-.35

0400-20-07-.36

0400-20-07-.37
0400-20-07-.38

0400-20-07-.39

0400-20-07-.40

Supervision
Written Directives

Procedures for Administrations
Requiring a Written Directive
Suppliers for Sealed Sources or
Devices for Medical Use
Training for Radiation Safety
Officer and Associate Radiation

Safety Officer

Training for an Authorized Medical
Physicist

Training for an Authorized Nuclear
Pharmacist

Training for Experienced Radiation
Safety Officer, Teletherapy or
Medical Physicist, Authorized
Medical Physicist, Authorized
User, and Nuclear Pharmacist, and
Authorized Nuclear Pharmacist
Recentness of Training
Possession, Use, and Calibration
of Instruments Used to Measure
the Activity of Unsealed
Radioactive Material

Calibration of Survey Instruments
Determination of Dosages of
Unsealed Radioactive Material for
Medical Use

Authorization for Calibration,
Transmission, and Reference
Sources

Requirements for Possession of
Sealed Sources and
Brachytherapy Sources
Labeling of Vials and Syringes
Surveys of Ambient Radiation
Dose Rate and Contamination
Release of Individuals Containing
Radioactive Drugs or Implants

Provision of Mobile Medical
Service

Decay-in-Storage

Use of Unsealed Radioactive
Material for Uptake, Dilution, and
Excretion Studies for Which a
Written Directive is Not Required
Training for Uptake, Dilution, and
Excretion Studies

Use of Unsealed Radioactive
Material for Imaging and
Localization Studies for Which a
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0400-20-07-.76
0400-20-07-.77

0400-20-07-.78

0400-20-07-.79

0400-20-07-.80

0400-20-07-.81

0400-20-07-.82

0400-20-07-.83

0400-20-07-.84
0400-20-07-.85

0400-20-07-.86
0400-20-07-.87

0400-20-07-.88

0400-20-07-.89

0400-20-07-.90

0400-20-07-.91

0400-20-07-.92

0400-20-07-.93

0400-20-07-.94
0400-20-07-.95

0400-20-07-.96

0400-20-07-.97

Radiation Surveys

Five-Year Full-Inspection Servicing
for Teletherapy UYnits and Gamma
Stereotactic Radiosurgery Units
Therapy-Related Computer
Systems

Reserved

Training for Use of Remote
Afterloader Unit, Teletherapy Units
and Gamma Stereotactic
Radiosurgery Units

Other Medical Uses of Radioactive
Material or Radiation from
Radioactive Material

Records of Authority and
Responsibilities for Radiation
Protection Programs

Records of Radiation Protection
Program Changes

Records of Written Directives
Reserved

Reserved

Records of Calibrations of
Instruments Used to Measure the
Activity of Unsealed Radioactive
Material

Records of Radiation Survey
Instrument Calibrations

Records of Dosages of Unsealed
Radioactive Material for Medical
Use

Reserved

Records of Surveys for Ambient
Radiation Exposure Rate
Records of the Release of
Individuals Containing Unsealed
Radioactive Material or Implants
Containing Radioactive Material
Records of Administrative-and
Technical-Requirements That
Apphy-to-the-Provisions-of Mobile

Medical Services

Records of Decay-in-Storage
Records of Radionuclide
Contaminants

Records of Safety Instruction and
Training

Records of Radiation Surveys of
Patients and Human Research
Subjects
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0400-20-07-.41

0400-20-07-.42

0400-20-07-.43

0400-20-07-.44

0400-20-07-.45
0400-20-07-.46
0400-20-07-.47

0400-20-07-.48

0400-20-07-.49

0400-20-07-.50

0400-20-07-.51

0400-20-07-.52

0400-20-07-.53

0400-20-07-.54

0400-20-07-.55

0400-20-07-.56

0400-20-07-.57

Written Directive is Not Required
Radi lide -
Permissible Molybdenum-99,
Strontium-82, and Strontium-85
Concentations

Reserved

Training for Imaging and
Localization Studies

Use of Unsealed Radioactive
Material for Which a Written
Directive is Required

Safety Instruction

Safety Precautions

Training for Use of Unsealed
Radioactive Material for Which a
Written Directive is Required

Training for the Oral Administration
of Sodium lodide 1-131 Requiring a
Written Directive in Quantities Less
Than or Equal to 1.22
Gigabecquerels (33 Millicurries)
Training for the Oral Administration
of Sodium lodide 1-131 Requiring a
Written Directive in Quantities
Greater Than 1.22 Gigabecquerels
(33 Millicurries)

Training for the Parenteral
Administration of Unsealed
Radioactive Material Requiring a
Written Directive

Use of Sealed Sources for Manual
Brachytherapy

Surveys After Source Implant and
Removal

Brachytherapy Source
Accountability

Safety Instruction

Safety Precautions for Patients or
Human Research Subjects
Receiving Brachytherapy
Calibration Measurements of
Brachytherapy Sources

Deeay-of Strontium-90 Sources for
Ophthalmic Treatments
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0400-20-07-.98

0400-20-07-.99

0400-20-07-.100

0400-20-07-.101

0400-20-07-.102
0400-20-07-.103
0400-20-07-.104

0400-20-07-.105

0400-20-07-.106

0400-20-07-.107

0400-20-07-.108

0400-20-07-.109

0400-20-07-.110

0400-20-07-.111

0400-20-07-.112

0400-20-07-.113

0400-20-07-.114

Records of Brachytherapy Source
Accountability

Records of Calibration
Measurements of Brachytherapy
Sources

Records of Decay of Strontium-90
Sources for Ophthalmic
Treatments

Records of Installation,
Maintenance, Adjustment, and
Repair of Remote Afterloader
Units, Teletherapy Units, and
Gamma Stereotactic Radiosurgery
Units

Records of Safety Procedures
Records of Dosimetry Equipment
Records of Teletherapy, Remote
Afterloader, and Gamma
Stereotactic Radiosurgery Full
Calibrations

Records of Periodic Spot-Checks
for Teletherapy Units

Records of Periodic Spot-Checks
for Remote Afterloader Units

Records of Periodic Spot-Checks
for Gamma Stereotactic
Radiosurgery Unit

Records of Additional Technical
Requirements for Mobile Remote
Afterloader Units

Records of Surveys of Therapeutic
Treatment Units

Records of Five-Year Full-
Inspection for Teletherapy and
Gamma Stereotactic Radiosurgery
Units

Records of Leak Tests and
Inventory of Sealed Sources and
Brachytherapy Sources

Report of Procedures for
Administrations Requiring a
Written Directive

Report of a Leaking Source

Report and Notification for an

Eluate Exceeding Permissible
Molybdenium-99, Strontium-82,
and Strontium-85 Concentrations
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Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.05 Definitions is amended by deleting it in its entirety and substituting instead the following:

0400-20-07-.05 Definitions.

When used in this Chapter chapter, the following terms have the meanings given below unless otherwise specified:

(1) “Address of use” means the building or buildings that are identified on the license and where radioactive
material may be received, prepared, used, or stored.

(2) “Area of use” means a portion of an address of use that has been set aside for the purpose of receiving,
preparing, using, or storing radioactive material.

(3) “Associate radiation safety officer” means an individual who:

(a) Meets the requirements in Rules 0400-20-07-.23 and 0400-20-07-.27; and

(b) Is currently identified as an associate radiation safety officer for the types of use of radioactive

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 U.S. Nuclear Requlatory Commission or an

Agreement State; or

A medical use permit issued by a U.S. Nuclear Requlatory Commission master material

licensee.

{3)(4) “Authorized medical physicist” means an individual who:

(a) Meets the requirements in paragraph (1) of Rule 0400-20-07-.24 and Rule 0400-20-07-.27; or

(b) Is identified as an authorized medical physicist or teletherapy physicist on:

1. A specific medical use license or permit issued by the Division, U.S. Nuclear Regulatory
Commission, or Agreement State;

2. A medical use permit issued by a U.S. Nuclear Regulatory Commission master material
licensee;

3. A permit issued by a Division, U.S. Nuclear Regulatory Commission, or Agreement State
broad scope medical use licensee; or

4. A permit issued by a U.S. Nuclear Regulatory Commission master material license broad

scope medical use permittee.

4(5) “Authorized nuclear pharmacist” means a pharmacist who:

(a) Meets the requirements in paragraph (1) of Rule 0400-20-07-.25 and Rule 0400-20-07-.27; or

(b) Is identified as an authorized nuclear pharmacist on:

1.
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A specific license or equivalent permit issued by the Division, U.S. Nuclear Regulatory
Commission, or Agreement State that authorizes medical use or the practice of nuclear
pharmacy;

A permit issued by a U.S. Nuclear Regulatory Commission master material licensee that
authorizes medical use or the practice of nuclear pharmacy;

A permit issued by a Division, U.S. Nuclear Regulatory Commission or Agreement State
broad scope medical use licensee that authorizes medical use or the practice of nuclear
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pharmacy; or

4. A permit issued by a U.S. Nuclear Regulatory Commission master material license broad
scope medical use permittee that authorizes medical use or the practice of nuclear
pharmacy; or

(c) Is identified as an authorized nuclear pharmacist by a commercial nuclear pharmacy that has been
authorized to identify authorized nuclear pharmacists; or

(d) Is designated as an authorized nuclear pharmacist in accordance with part (10)(b)4 of Rule 0400-
20-10-.13.

{85)(6) “Authorized user” means a physician, dentist, or podiatrist who:

(a) Meets the requirements in Rule 0400-20-07-.27 and subparagraph (1)(a) of Rule 0400-20-07-.39,
subparagraph (1)(a) of Rule 0400-20-07-.43, subparagraph (1)(a) of Rule 0400-20-07-.47,
subparagraph (1)(a) of Rule 0400-20-07-.48, subparagraph (1)(a) of Rule 0400-20-07-.49,
subparagraph (1)(a) of Rule 0400-20-07-.59, Rule 0400-20-07-.60, subparagraph (1)(a) of Rule
0400-20-07-.62, or subparagraph (1)(a) of Rule 0400-20-07-.80; or

(b) Is identified as an authorized user on:

1. A Division, U.S. Nuclear Regulatory Commission, or Agreement State license that
authorizes the medical use of radioactive material;

2. A permit issued by a U.S. Nuclear Regulatory Commission master material licensee that
is authorized to permit the medical use of radioactive material;

3. A permit issued by a Division, U.S. Nuclear Regulatory Commission, or Agreement State
specific licensee of broad scope that is authorized to permit the medical use of radioactive
material; or

4. A permit issued by a U.S. Nuclear Regulatory Commission master material license broad

scope permittee that is authorized to permit the medical use of radioactive material.

6)(7) “Brachytherapy” means a method of radiation therapy in which sources are used to deliver a radiation dose
at a distance of up to a few centimeters by surface, intracavitary, intraluminal, or interstitial application.

{A(8) “Brachytherapy source” means a radioactive source or a manufacturer-assembled source train or a
combination of these sources that is designed to deliver a therapeutic dose within a distance of a few
centimeters.

{8)(9) “Client’'s address” means the area of use or a temporary job site for the purpose of providing mobile medical
service in accordance with Rule 0400-20-07-.36.

{9)(10) “Dedicated check source” means a radioactive source that is used to assure the constant operation of a
radiation detection or measurement device over several months or years.

40)(11)“Dentist” means an individual licensed by a state or territory of the United States, the District of Columbia,
or the Commonwealth of Puerto Rico to practice dentistry.

“4H(12)“Diagnostic clinical procedures manual” means a collection of written procedures that describes each
method (and other instructions and precautions) by which the licensee performs diagnostic clinical
procedures; where each diagnostic clinical procedure has been approved by the authorized user and
includes the radiopharmaceutical, dosage, and route of administration, or in the case of sealed sources for
diagnosis, the procedure.

(12)(13)“Division” means the Division of Radiological Health.

43)(14)“High dose-rate remote afterloader” means a device that remotely delivers a dose rate in excess of 12 gray
(1200 rads) per hour at the treatment site.
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44)(15)“Low dose-rate remote afterloader” means a device that remotely delivers a dose rate of less than or equal
to 2 gray (200 rads) per hour at the treatment site.

45)(16)“Management” means the chief executive officer or other individual having the authority to manage, direct,
or administer the licensee’s activities, or that person’s delegate or delegates.

“8)(17)“Manual brachytherapy” means a type of therapy in which the brachytherapy sources (e.g., seeds, ribbons)
are manually placed or inserted.

AH(18)“Medical institution” means an organization in which more than one medical discipline is practiced.

48)(19)“Medical use” means the intentional internal or external administration of radioactive material or the
radiation from radioactive material to patients or human research subjects under the supervision of an
authorized user.

49)(20)“Medium dose-rate remote afterloader” means a device that remotely delivers a dose rate of greater than
2 gray (200 rads), but less than or equal to 12 gray (1200 rads) per hour at the point or surface where the
dose is prescribed.

{26)(21)“Misadministration” means an event that meets the criteria in Rule 0400-20-05-.145.

21)(22)“Mobile medical service” means the transportation of radioactive material to and its medical use at the
client’'s address.

(23) “Ophthalmic physicist” means an individual who:

(a) Meets the requirements in Rules 0400-20-07-.57 and 0400-20-07-.27; and

(b) Is identified as an ophthalmic physicist on a:

1. Specific medical use license issued by the U.S. Nuclear Requlatory Commission or
Agreement State;

2. Permit issued by a U.S. Nuclear Requlatory Commission or Agreement State broad scope
medical use licensee;

3. Medical use permit issued by a U.S. Nuclear Regulatory Commission master material
licensee; or
4. Permit issued by a U.S. Nuclear Requlatory Commission master material broad scope

medical use permittee.

{22)(24)“Output” means the exposure rate, dose rate, or a quantity related in a known manner to these rates from
a brachytherapy source or a teletherapy, remote afterloader, or gamma stereotactic radiosurgery unit for a
specified set of exposure conditions.

{23)(25)“Patient intervention” means actions by the patient or human research subject, whether intentional or
unintentional, such as dislodging or removing treatment devices or prematurely terminating the
administration.

{243(26)“Pharmacist” means an individual licensed by a State or Territory of the United States, the District of
Columbia, or the commonwealth of Puerto Rico to practice pharmacy.

{25)(27)“Physician” means a doctor of medicine or doctor of osteopathy licensed by the a State or Territory of the
United States, the District of Columbia, or the commonwealth of Puerto Rico to prescribe drugs in the
practice of medicine.

{26)(28)“Podiatrist” means an individual licensed by a State or Territory of the United States, the District of
Columbia, or the Commonwealth of Puerto Rico to practice podiatry.
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271(29)“Positron Emission Tomography (PET) radionuclide production facility” is defined as a facility operating a
cyclotron or accelerator for the purpose of producing PET radionuclides.

{28)(30)“Preceptor” means an individual who provides, directs, or verifies 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.

293(31)“Prescribed dosage” means the specified activity or range of activity of unsealed radioactive material as
documented:

(a) In a written directive as specified in Rule 0400-20-07-.20; or

(b) In accordance with the directions of the authorized user for procedures performed under Rules
0400-20-07-.38 and 0400-20-07-.40.

{30)(32)“Prescribed dose” means:

(a) For gamma stereotactic radiosurgery, the total dose as documented in the written directive;
(b) For teletherapy, the total dose and dose per fraction as documented in the written directive;
(c) For manual brachytherapy, either the total source strength and exposure time or the total dose, as

documented in the written directive; or

(d) For remote brachytherapy afterloaders, the total dose and dose per fraction as documented in the
written directive.

31(33)“Pulsed dose-rate remote afterloader” means a special type of remote afterloading device that uses a single
source capable of delivering dose rates in the “high dose-rate” range, but:

(a) Is approximately one-tenth of the activity of typical high dose-rate remote afterloader sources; and

(b) Is used to simulate the radiobiology of a low dose-rate treatment by inserting the source for a given
fraction of each hour.

32)(34)“Radiation safety officer” means an individual who meets the requirements in paragraph (1) or
subparagraph (3)(a) of Rule 0400-20-07-.23 and Rule 0400-20-07-.27 or is named as a Radiation Safety
Officer on a specific medical use license or equivalent permit issued by the Division, U.S. Nuclear
Regulatory Commission, or Agreement State or a medical use permit issued by a Commission master
material licensee.

{33)(35)"Radioactive drug" means any chemical compound containing radioactive material that may be used on or
administered to patients or human research subjects as an aid in the diagnosis, treatment, or prevention of
disease or other abnormal condition.

{34)(36)“Sealed source” means any radioactive material that is encased in a capsule designed to prevent leakage
or escape of the radioactive material.

36)(37)“Sealed Source and Device Registry” means the national registry that contains all the registration
certificates, generated by both the U.S. Nuclear Regulatory Commission and the Agreement States, that
summarize the radiation safety information for the sealed sources and devices and describe the licensing
and use conditions approved for the product.

{36)(38)“Stereotactic radiosurgery” means the use of external radiation in conjunction with a stereotactic guidance
device to very precisely deliver a therapeutic dose to a tissue volume.

B34)(39)“Structured educational program” means an educational program designed to impart particular knowledge
and practical education through interrelated studies and supervised training.

38)(40)“Teletherapy,” for the purpose of this Chapter chapter, means a method of radiation therapy in which
collimated gamma rays are delivered at a distance from the patient or human research subject.
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39)(41)“Temporary job site” means a location where mobile medical services are conducted other than those
location(s) of use authorized on the license.

{40)(42)“Therapeutic dosage” means a dosage of unsealed radioactive material that is intended to deliver a
radiation dose to a patient or human research subject for palliative or curative treatment.

{41(43)“Therapeutic dose” means a radiation dose delivered from a source containing radioactive material to a
patient or human research subject for palliative or curative treatment.

{42)(44)“Treatment site” means the anatomical description of the tissue intended to receive a radiation dose, as
described in a written directive.

{43)(45)“Type of use” means use of radioactive material under Rule 0400-20-07-.38, 0400-20-07-.40, 0400-20-07-
.44, 0400-20-07-.51, 0400-20-07-.61, 0400-20-07-.63 or 0400-20-07-.81.

{443(46)“Unit dosage” means a dosage prepared for medical use for administration as a single dosage to a patient
or human research subject without any further manipulation of the dosage after it is initially prepared.

{45)(47)“Written directive” means an authorized user’s written order for the administration of radioactive material or
radiation from radioactive material to a specific patient or human research subject, as specified in Rule
0400-20-07-.20.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.11 Application for License, Amendment, or Renewal is amended by deleting it in its entirety and
substituting instead the following:

0400-20-07-.11 Application for License, Amendment, or Renewal.
(1) An application must be signed by the applicant’s or licensee’s management.

(2) An application for a license for medical use of radioactive material as described in Rules 0400-20-07-.38,
0400-20-07-.40, 0400-20-07-.44, 0400-20-07-.51, 0400-20-07-.61, 0400-20-07-.63, and 0400-20-07-.81
must be made by:

(a) Filing with the Division the original application in duplicate on a form prescribed by the Division that
includes the facility diagram, equipment, and training and experience qualifications of the radiation
safety officer, associate radiation safety officer(s), authorized user(s), authorized medical
physicist(s), ophthalmic physicist(s), and authorized nuclear pharmacist(s); and

(b) Submitting applicable procedures required by Rules 0400-20-07-.66, 0400-20-07-.72, 0400-20-07-
.73, and 0400-20-07-.74.

(3) A request for a license amendment or renewal must be made by:
(a) Submitting an original in-etterformatto-the Division of either:

1. A completed Form CN 0716, “Application for Radioactive Material License;” or

2. A letter containing all information required by Form CN 0716; and

(b) Submitting applicable procedures required by Rules 0400-20-07-.66, 0400-20-07-.72, 0400-20-07-
.73, and 0400-20-07-.74.

(4) In addition to the requirements in paragraphs (2) and (3) of this rule, an application for a license or
amendment for medical use of radioactive material as described in Rule 0400-20-07-.81 must also include:

(a) Information regarding any additional radiation safety aspects of the medical use of the material that
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(b)

is not addressed in the chapter;

Identification of, and commitment to follow, the applicable radiation safety program requirements

@)(c)

5)(d)

(6)(e)

in this chapter that are appropriate for the specific Rule 0400-20-07-.81 medical use; and

The-applicantshall-alsoprovide Any additional specific information on:

1. Radiation safety precautions and instructions;
2. Training and experience of proposed users;
3. Methodology for measurement of dosages or doses to be administered to patients or

human research subjects; and

4. Calibration, maintenance, and repair of instruments and equipment necessary for radiation
safety.

An applicant or licensee shall also provide any other information requested by the Division in its
review of the application.

An applicant that satisfies the requirements specified in paragraph (4) of Rule 0400-20-10-.13 may
apply for a specific license of broad scope.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.13 License Amendments is amended by deleting it in its entirety and substituting instead the

following:

0400-20-07-.13 License Amendments.

(1) A licensee shall apply for and must receive a license amendment:

(@)

(b)

Before the licensee receives, prepares, or uses radioactive material for a type of use that is
permitted under this rule, but that is not authorized on the licensee’s current license issued pursuant
to this rule;

Before the licensee permits anyone to work as an authorized user, authorized nuclear pharmacist,
ophthalmic physicist, or an authorized medical physicist under the license, except-an-individuatwheo
is:

1. For an authorized user, an individual who meets the requirements in Rule 0400-20-07-.27,
and subparagraph (1)(a) of Rule 0400-20-07-.39, subparagraph (1)(a) of Rule 0400-20-07-
.43, subparagraph (1)(a) of Rule 0400-20-07-.47, subparagraph (1)(a) of Rule 0400-20-07-
.48, subparagraph (1)(a) of Rule 0400-20-07-.49, subparagraph (1)(a) of Rule 0400-20-07-
.59, subparagraph (1)(a) of Rule 0400-20-07-.62, and subparagraph (1)(a) of Rule 0400-
20-07-.80;

2. For an authorized nuclear pharmacist, an individual who meets the requirements in
paragraph (1) of Rule 0400-20-07-.25 and Rule 0400-20-07-.27;

3. For an authorized medical physicist, an individual who meets the requirements in
paragraph (1) of Rule 0400-20-07-.24 and Rule 0400-20-07-.27;

4. {dentified An individual who is identified as an authorized user, an authorized nuclear
pharmacist, er an authorized medical physicist, or an ophthalmic physicist on a U.S.
Nuclear Regulatory Commission or Agreement State license or Licensing State or other
equivalent permit or license recognized by the Division that authorizes the use of
radioactive material in medical use in the practice of nuclear pharmacy; or

5. ldentified An individual who is identified as an authorized user, an authorized nuclear
pharmacist, er an authorized medical physicist, or an ophthalmic physicist on a permit
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(2)

issued by a U.S. Nuclear Regulatory Commission or Agreement State or Licensing State
specific licensee of broad scope that is authorized to permit the use of radioactive material
in medical use or in the practice of nuclear pharmacy-;

(c) Before the licensee changes Radiation Safety Officers, except as provided in paragraph (3) of Rule
0400-20-07-.17;

(d) Before the licensee allows anyone to work as an associate radiation safety officer, or before the
radiation safety officer assigns duties and tasks to an associate radiation safety officer that differ
from those for which this individual is authorized on the license;

{&h(e) Before the licensee receives radioactive material in excess of the amount or in a different physical
or chemical form than is authorized on the license;

{e)(f) Before the licensee adds to or changes the areas of use identified in the application or on the
license;

{H(q) Before the licensee changes the address(es) of use identified in the application or on the license;

(h) Before the licensee revises procedures required by Rule 0400-20-07-.66, 0400-20-07-.72, 0400-
20-07-.73, and 0400-20-07-.74, as applicable, where such revision reduces radiation safety;

{g)(i) Before the licensee changes statements, representations, and procedures which that are
incorporated into the license;-and

() Before the licensee releases licensed facilities for unrestricted use; and

(k) Before the licensee receives a sealed source from a different manufacturer or of a different model
number than authorized by its license, unless the sealed source is used for manual brachytherapy,
is listed in the Sealed Source and Devise Registry, and is in a quantity and for an isotope authorized

by the license.

Reserved.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraphs (1) and (2) of Rule 0400-20-07-.14 Notifications is amended by deleting them in their entirety and
substituting instead the following:

(1)

A licensee shall provide the Division, no later than 30 days
after the date that the licensee allows an individual to work under the provisions of subparagraph (1)(b) of
Rule 0400-20-07-.13 as an_ authorized user, authorized medical physicist, ophthalmic physicist, or
authorized nuclear pharmacist the following:

(a) A copy of the board certification and, as appropriate, verification of completion of:
1. Training for the authorized medical physicist under Rule 0400-20-07-.24;
2. Any additional case experience required in item (1)(b)1(ii)(V]) of Rule 0400-20-07-.47 for

an authorized user under Rule 0400-20-07-.44; or

3. Device-specific training in subparagraph (1)(c) of Rule 0400-20-07-.80 for the authorized
user under Rule 0400-20-07-.63; or

(b) A copy of the Commission or Agreement State license, the permit issued by a U.S. Nuclear
Regulatory Commission master material licensee, the permit issued by a U.S. Nuclear Reqgulatory
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()

Commission or Agreement State licensee of broad scope, the permit issued by a U.S. Nuclear
Regulatory Commission master material license broad scope permittee, or documentation that only
accelerator-produced radioactive materials, discrete sources of radium-226, or both, were used for
medical use or in the practice of nuclear pharmacy at a Government agency or Federally
recognized Indian Tribe before November 30, 2007, or at all other locations of use before August
8, 2009, or an earlier date as noticed by the U.S. Nuclear Regulatory Commission for each
individual whom the licensee permits to work under the provisions of this rule.

A licensee shall notify the Division no later than 30 days after:

(a) An authorized user, an authorized nuclear pharmacist, a radiation safety officer, er an associate
radiation safety officer, an authorized medical physicist, or ophthalmic physicist permanently
discontinues performance of duties under the license or has a name change;

(b) The licensee allows an individual qualified to be a radiation safety officer under Rule 0400-20-07-
.23 and 0400-20-07-.27 to function as a temporary radiation safety officer and to perform the
functions of a radiation safety officer in accordance with paragraph (3) of Rule 0400-20-07-.17;

{b)(c) The licensee’s mailing address changes;

{e}(d) The licensee’s name changes, but the name change does not constitute a transfer of control of the
license as described in paragraph (2) of Rule 0400-20-10-.16; or

{é)(e) Thelicensee has added to or changed the areas of use identified in the application or on the license
where radioactive material is used under either Rule 0400-20-07-.38 or 0400-20-07-.40 if the
change does not include addition or relocation of either an area where PET radionuclides are
produced or a PET radioactive drug delivery line from the PET radionuclide or PET radioactive drug
production area; or

(f) The licensee obtains a sealed source for use in _manual brachytherapy from a different
manufacturer or with a different model number than authorized by its license for which it did not
require a license amendment as provided in Rule 0400-20-07-.13. The notification must include the
manufacturer and model number of the sealed source, the isotope, and the quantity per sealed
source.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraphs (3) and (4) of Rule 0400-20-07-.15 Exemptions Regarding Specific Licenses of Broad Scope is
amended by deleting them in their entirety and substituting instead the following:

@)

(4)

The provisions of subparagraph (1)(e) of Rule 0400-20-07-.13 regarding additions to or changes in the

areas of use at the addresses specified-in identified in the application or on the license;

The provisions of subparagraph (2)(a) of Rule 0400-20-07-.14 regarding notification to the Division for new
authorized users, new authorized medical physicists and new authorized nuclear pharmacists or an
ophthalmic physicist;

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraphs (2) and (3) of Rule 0400-20-07-.17 Authority and Responsibilities for the Radiation Protection Program
is amended by deleting them in their entirety and substituting instead the following:

()

A licensee’s management shall appoint a radiation safety officer; who agrees, in writing, to be responsible
for implementing the radiation protection 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. 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, must 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
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implementing the radiation protection program.

(3) For up to 60 days each year, a licensee may permit an authorized user or an individual qualified to be a
radiation safety officer to function as a temporary radiation safety officer and to perform the functions of a
radiation safety officer, under paragraph (7) of this rule, if the licensee takes the actions required in
paragraphs (2), (5), (7), and (8) of this rule and notifies the Division in accordance with paragraph (2) of
Rule 0400-20-07-.14.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraph (2) of Rule 0400-20-07-.20 Written Directives is amended by deleting it in its entirety and substituting
instead the following:

(2) The written directive must contain the patient or human research subject’'s name and the following
information:

(a) For any administration of quantities greater than 1.11 MBq (30 uCi) of sodium iodide 1131: the
dosage;

(b) For an administration of a therapeutic dosage of radioactive drug containing radioactive material
other than sodium iodide 1-131: the radioactive drug, dosage, and route of administration;

(c) For gamma stereotactic radiosurgery: The total dose, treatment site, and values for the target
coordinate settings per treatment for each anatomically distinct treatment site;

(d) For teletherapy: The total dose, dose per fraction, number of fractions, and treatment site;

(e) For high dose-rate remote afterloading brachytherapy: The radionuclide, treatment site, dose per
fraction, number of fractions, and total dose; er

(f) For permanent implant brachytherapy:

1. Before implantation:
(i) The treatment site;
(i) The radionuclide; and
(iii) The total source strength; and

2. After implantation but before the patient leaves the post-treatment recovery area:
(i) The treatment site;
(i) The number of sources implanted,
(iii) The total source strength implanted: and

(iv) The date; or

{6(q) For all other brachytherapy, including low, medium, and pulsed dose rate remote afterloaders:
1. Before implantation:
(i)  TFreatment The treatment site;;
(i)  the The radionuclide;; and
(iii) The dose; and

2. After implantation but before completion of the procedure:
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(i) The radionuclide;;

(i) The treatment site;;

(iii) The number of sources;; and

(iv) The total source strength and exposure time (or the total dose); and

(v) The date.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraph (2) of Rule 0400-20-07-.21 Procedures for Administrations Requiring a Written Directive is amended by
deleting it in its entirety and substituting instead the following:

(2) At a minimum, the procedures required by paragraph (1) of this rule must address the following activities
that are applicable to the licensee’s use of radioactive material:

(a) Verifying the identity of the patient or human research subject;

(b) Verifying that the administration is in accordance with the treatment plan, if applicable, and the
written directive;

(c) Checking both manual and computer-generated dose calculations; and

(d) Verifying that any computer-generated dose calculations are correctly transferred into the consoles
of therapeutic medical units authorized by Rule 0400-20-07-.63 or 0400-20-07-.81;

(e) Determining if a patient or medical event, as defined in Rule 0400-20-07-.114, has occurred; and

(f) 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.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.23 Training for Radiation Safety Officer is amended by deleting it in its entirety and substituting
instead the following:

0400-20-07-.23 Training for Radiation Safety Officer and Associate Radiation Safety Officer.

Except as provided in Rule 0400-20-07-.26, a 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 under Rule
0400-20-07-.17 to be an individual who:

(1) Is certified by a specialty board whose certification process has been recognized by the Division, the U.S.
Nuclear Regulatory Commission, or an Agreement State and who meets the requwements of pa{:ag;:aphs
Qaragrag (4) anel—éé) of this rule

The names of board certlflcatlons that have been recoqnlzed bv the

Division, the U.S. Nuclear Requlatorv Commission, or an Agreement State are posted on the U.S. Nuclear
Regulatory Commission’s Medical Uses Licensee Toolkit Web page. To be have its certification process
recognized, a specialty board shall require all candidates for certification to:

(a) 1. Hold a bachelor’s or graduate degree from an accredited college or university in physical
science or engineering or biological science with a minimum of 20 college credits in
physical science;

2. Have 5 five or more years of professional experience in health physics (graduate training
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may be substituted for no more than 2 two years of the required experience) including at
least 3 three years in applied health physics; and

3. Pass an examination administered by diplomates of the specialty board;—which that
evaluates knowledge and competence in radiation physics and instrumentation, radiation
protection, mathematics pertaining to the use and measurement of radioactivity, radiation
biology, and radiation dosimetry; or

(b) 1. Hold a master’s or doctor’s degree in physics, medical physics, other physical science,
engineering, or applied mathematics from an accredited college or university;

2. Have 2 at least two years of full-time practical training and/or supervised experience in
medical physics:

(i) Under the supervision of a medical physicist who is certified in medical physics by
a specialty board recognized by the U.S. Nuclear Regulatory Commission or an
Agreement State; or

(ii) In clinical nuclear medicine facilities providing diagnostic and/or therapeutic
services under the direction of physicians who meet the requirements for
authorized users under Rule 0400-20-07-.26, 0400-20-07-.43 or 0400-20-07-.47;
and

3. Pass an examination, administered by diplomates of the specialty board, that assesses
knowledge and competence in clinical diagnostic radiological or nuclear medicine physics
and in radiation safety; or

(2) (a) Has completed a structured educational program consisting of both:

1. 200 hours of classroom and laboratory training in the following areas:

(i) Radiation physics and instrumentation;

(ii) Radiation protection;

(iii) Mathematics pertaining to the use and measurement of radioactivity;

(iv) Radiation biology; and

(v) Radiation dosimetry; and

2. 4 One year of full-time radiation safety experience under the supervision of the individual
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identified as the radiation safety officer on a Division, U.S. Nuclear Regulatory
Commission, or Agreement State license or a permit issued by a Commission master
material licensee that authorizes a similar type{s}-oefuse(s) type or types of use or uses of
radioactive material. An associate radiation safety officer may provide supervision for those
areas for which the associate radiation safety officer is authorized on a Division, U.S.
Nuclear Requlatory Commission, or an Agreement State license or permit issued by a U.S.
Nuclear Regulatory Commission master material licensee. The full-time radiation safety
experience must invehving involve the following:

(i) Shipping, receiving, and performing related radiation surveys;

(ii) Using and performing checks for proper operation of instruments used to
determine the activity of dosages, survey meters, and instruments used to
measure radionuclides;

(iii) Securing and controlling radioactive material;
(iv) Using administrative controls to avoid mistakes in the administration of radioactive
material;
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(v) Using procedures to prevent or minimize radioactive contamination and using
proper decontamination procedures;

(vi) Using emergency procedures to control radioactive material; and
(vii) Disposing of radioactive material; and

(b) This individual must 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 radioactive material for which the individual is seeking approval as a radiation safety
officer or an associate radiation safety officer. The written attestation must state that the individual
has satisfactorily completed the requirements of subparagraph (a) of this paragraph and paragraph
(4) of this rule, 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 Division, the U.S. Nuclear Regulatory Commission, or an Agreement State
under paragraph (1) of Rule 0400-20-07-.24 and has experience in radiation safety for similar types
of use of radioactive material for which the licensee is seeking the approval of the individual as
radiation safety officer or as an associate radiation safety officer and who meets the requirements

in paragraphs paragraph (4) ard«5) of this rule; or

(b) Is an authorized user, authorized medical physicist, or authorized nuclear pharmacist identified on
the licensee’s-license-and a U.S. Nuclear Requlatory Commission or an Agreement State license,
a permit issued by a Commission master material licensee, a permit issued by a Commission or an
Agreement State licensee of broad scope, or a permit issued by a Commission master material
license broad scope permittee, has experience with the radiation safety aspects of similar types of
use of radioactive material for which the licensee seeks the approval of the individual has as the
radiation safety officer responsibilities;—and or associate radiation safety officer, and meets the
requirements in paragraph (4) of this rule; or

(c) Has experience with the radiation safety aspects of the types of use of radioactive 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
Commission master material license. The individual must also meet the requirements in paragraph

(4) of this rule.

{8)(4) Has training in the radiation safety, regulatory issues, and emergency procedures for the types of use for
which a licensee seeks approval This tra|n|ng reqwrement may be satlsfled by completing tralnlng that is

supervised by &
safety-officer a radiation safety offlcer an assomate radlatlon safety officer, an authorlzed med|cal physicist,
authorized nuclear pharmacist, or an authorized user, as appropriate, who is authorized for the type(s) of
use for which the licensee is seeking approval

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.24 Training for an Authorized Medical Physicist is amended by deleing it in its entirety and
substituting instead the following:

0400-20-07-.24 Training for an Authorized Medical Physicist.

Except as provided in Rule 0400-20-07-.26, the licensee shall require the authorized medical physicist to be an
individual who:

(1) Is certified by a specialty board whose certification process has been recognized by the Division, the U.S.
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Nuclear Regulatory Commission or an Agreement State and who meets the requirements in subparagraph
2)b)-and paragraph (3) of this rule. The names of board certifications that have been recognized by the
U.S. Nuclear Regulatory Commission or an Agreement State are posted on the U.S. Nuclear Regulatory

Commission’s Medical Uses Licensee Toolkit Web page. To be-recognized have its certification process

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

(a)

(b)

(c)

2  (a

(b)

Hold a master’s or doctor’s degree in physics, medical physics, other physical science, engineering,
or applied mathematics from an accredited college or university;

Have 2 two years of full-time practical training and/or supervised experience in medical physics:

1. Under the supervision of a medical physicist who is certified in medical physics by a
specialty board recognized by the U.S. Nuclear Regulatory Commission or an Agreement
State; or

2. In clinical radiation facilities providing high energy, external beam therapy (photons and
electrons with energies greater than or equal to 4+ one million electron volts) and
brachytherapy services under the direction of physicians who meet the requirements for
authorized users in Rule 0400-20-07-.26, 0400-20-07-.59, or 0400-20-07-.80; and

Pass an examination, administered by diplomates of the specialty board, which that assesses
knowledge and competence in clinical radiation therapy, radiation safety, calibration, quality
assurance, and treatment planning for external beam therapy, brachytherapy, and stereotactic
radiosurgery; or

Holds a master's or doctor's degree in physics, medical physics, other physical science,
engineering, or applied mathematics from an accredited college or university; and has completed
4 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 modalities for which the individual is seeking authorization. This
training and work experience must be conducted in clinical radiation facilities that provide high
energy, external beam therapy and brachytherapy services and must include:

1. Performing sealed source leak tests and inventories;
2. Performing decay corrections;

3. Performing full calibration and periodic spot checks of external beam treatment units,
stereotactic radiosurgery units, and remote afterloading units as applicable; and

4. Conducting radiation surveys around external beam treatment units, stereotactic
radiosurgery units, and remote afterloading units as applicable; and

Has obtained written attestation that the individual has satisfactorily completed the requirements in
subparagraphs (1)(a) and ( )(b) and paragraph (3), or subparagraph (2)(a) and paragraph (3) of
thrs ruIe and h ,

requestrngauthenzeﬁnedreakphysrerspstams is able to mdependently fulfrII the radratron safetv-

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 must be
signed by a preceptor authorized medical physicist who meets the requirements in this rule, Rule
0400-20-07-.26 or equivalent U.S. Nuclear Regulatory Commission or Agreement State
requirements for an authorized medical physicist for each type of therapeutic medical unit for which
the individual is requesting authorized medical physicist status; and

(3) Has training for the type(s) of use in the modalities 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.
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Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.25 Training for an Authorized Nuclear Pharmacist is amended by deleting it in its entirety and
substituting instead the following:

0400-20-07-.25 Training for an Authorized Nuclear Pharmacist.

Except as provided in Rule 0400-20-07-.26, a licensee shall require the authorized nuclear pharmacist to be a
pharmacist who:

(1) Is certified by a specialty board whose certification process has been recognized by the Division, the U.S.
Nuclear Regulatory Commission, or an Agreement State_and who meets the requirements in subparagraph
(2)(b) of this rule. The names of board certifications that have been recognized by the U.S. Nuclear
Regulatory Commission or an Agreement State are posted on the U.S. Nuclear Regulatory Commission’s
Medical Uses Licensee Toolkit Web page. To be have its certification process recognized, a specialty board
shall require all candidates for certification to:

(a) Have graduated from a pharmacy program accredited by the American Council on Pharmaceutical
Education (ACPE) or have passed the Foreign Pharmacy Graduate Examination Committee
(FPGEC) examination;

(b) Hold a current, active license to practice pharmacy;

(c) Provide evidence of having acquired at least 4,000 hours of training/experience in nuclear
pharmacy practice. Academic training may be substituted for no more than 2,000 hours of the
required training and experience; and

(d) Pass an examination in nuclear pharmacy administered by diplomates of the specialty board;~#hich
that assesses knowledge and competency in procurement, compounding, quality assurance,
dispensing, distribution, health and safety, radiation safety, provision of information and
consultation, monitoring patient outcomes, research and development; or

(2) (a) Has completed 700 hours in a structured educational program consisting of both:
1. 200 hours of classroom and laboratory training in the following areas:
(i) Radiation physics and instrumentation;
(ii) Radiation protection;
(iii) Mathematics pertaining to the use and measurement of radioactivity;
(iv) Chemistry of radioactive material for medical use; and

(v) Radiation biology; and

2. Supervised practical experience in a nuclear pharmacy involving:
(i) Shipping, receiving, and performing related radiation surveys;
(ii) Using and performing checks for proper operation of instruments used to

determine the activity of dosages, survey meters, and, if appropriate, instruments
used to measure alpha-or beta-emitting radionuclides;

(iii) Calculating, assaying, and safely preparing dosages for patients or human
research subjects;

(iv) Using administrative controls to avoid misadministrations in the administration of
radioactive material; and

(v) Using procedures to prevent or minimize radioactive contamination and using
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proper decontamination procedures; and

(b) Has obtained written attestation, signed by a preceptor authorized nuclear pharmacist, that the
individual has satisfactorily completed the requirements in subparagraphs—{1H{a)-through{d)}-or

subparagraph (2)(a) of this rule and-has—achieved-a-level-of competency-sufficient-to-function
independently is able to independently fulfill the radiation safety-related duties as an authorized

nuclear pharmacist.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.26 Training for Experienced Radiation Safety Officer, Teletherapy or Medical Physicist,
Authorized User, and Nuclear Pharmacist is amended by deleting it in its entirety and substituting instead the
following:

0400-20-07-.26 Training for Experienced Radiation Safety Officer, Teletherapy or Medical Physicist, Authorized
Medical Physicist, Authorized User, and Nuclear Pharmacist, and Authorized Nuclear Pharmacist.

(1)

(2)

|nd|V|duaI |dent|f|ed ona U.S. Nuclear Requlatory Comm|SS|on or an Aqreement State Ilcense ora perm|t

issued by a U.S. Nuclear Regulatory Commission 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 or before the effective date of these rules need not comply with the training
requirements of Rule 0400-20-07-.23, Rule 0400-20-07-.24, or Rule 0400-20-07-.25, respectively, except
the radiation safety officers and authorized medical physicists identified in this paragraph must meet the
training requirements in paragraph (4) of Rule 0400-20-07-.23 or paragraph (3) of Rule 0400-20-07-.24, as
appropriate, for any material or uses for which they were not authorized prior to this date.

Any individual certified by the: American Board of Health Physics in Comprehensive Health Physics;

(3)

American Board of Radiology; 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; Royal 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 Rule 0400-20-07-.23 to be
identified as a radiation safety officer or as an associate radiation safety officer on a Division, U.S. Nuclear
Requlatory Commission, or an Agreement State license or U.S. Nuclear Regulatory Commission master
material license permit for those materials and uses that these individuals performed on or before October
24, 2005.

Any individual certified by the American Board of Radiology in therapeutic radiological physics, Roentgen

2)(4)

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 Rule 0400-20-07-.24, for
those materials and uses that these individuals performed on or before October 24, 2005.

Physicians, dentists, or podiatrists identified as authorized users for the medical use of radioactive material
on a license issued by the Division, U.S. Nuclear Regulatory Commission, an Agreement State, a permit
issued by a U.S. Nuclear Regulatory Commission master material licensee, a permit issued by the Division,
U.S. Nuclear Regulatory Commission, or Agreement State broad scope licensee, or a permit issued by a
U.S. Nuclear Regulatory Commission master material license broad scope permittee issued on or before
Mareh-21,-2010 January 14, 2019, who perform only those medical uses for which they were authorized on
or before that date need not comply with the training requirements of Rules 0400-20-07-.38, 0400-20-07-
.39, 0400-20-07-.40, 0400-20-07-.43, 0400-20-07-.45, 0400-20-07-.46, 0400-20-07-.47, 0400-20-07-.48,
0400-20-07-.49, 0400-20-07-.52, 0400-20-07-.53, 0400-20-07-.54, 0400-20-07-.55, 0400-20-07-.56, 0400-
20-07-.58, 0400-20-07-.59, 0400-20-07-.60, 0400-20-07-.62, and 0400-20-07-.80.
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(8)

Physicians, dentists, or podiatrists not identified as authorized users for the medical use of radioactive

(6)

material on a license issued by the Division, the U.S. Nuclear Regulatory Commission or an Agreement
State, a permit issued by a U.S. Nuclear Regulatory Commission master material licensee, a permit issued
by a U.S. Nuclear Regulatory Commission or an Agreement State broad scope licensee, or a permit issued
by a U.S. Nuclear Regqulatory Commission master material license of broad scope on or before October 24,
2005, need not comply with the training requirements of Rules 0400-20-07-.39, 0400-20-07-.43, 0400-20-
07-.47, 0400-20-07-.48, 0400-20-07-.49, 0400-20-07-.59, 0400-20-07-.60, 0400-20-07-.62 and 0400-20-
07-.80 for those materials and uses that these individuals performed on or before October 24, 2005, as
follows:

(a) For uses authorized under Rules 0400-20-07-.38 and 0400-20-07-.40, or oral administration of
sodium iodide [-131 requiring a written directive for imaging and localization purposes, a physician
who was certified on or before October 24, 2005, in one of the following: nuclear medicine by the
American Board of Nuclear Medicine; diagnostic radiology by the American Board of Radiology;
diagnostic radiology or radiology by the American Osteopathic Board of Radiology; nuclear
medicine by the Royal College of Physicians and Surgeons of Canada; or American Osteopathic
Board of Nuclear Medicine in nuclear medicine;

(b) For uses authorized under Rule 0400-20-07-.44, a physician who was certified on or before October
24, 2005, by one of the following: 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 Rules 0400-20-07-.51 and 0400-20-07-.63, a physician who was
certified on or before October 24, 2005, in one of the following: 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 Royal College of Radiology;” or therapeutic radiology
by the Canadian Royal College of Physicians and Surgeons; and

(d) For uses authorized under Rule 0400-20-07-.61, a physician who was certified on or before October
24, 2005, in one of the following: 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 Royal College of Physicians and Surgeons of Canada.

Physicians, dentists, or podiatrists who used only accelerator-produced radioactive materials, discrete

&)1

sources of radium-226, or both, for medical uses performed at a State of Tennessee agency or Federally
recognized Indian Tribe before November 30, 2007, or at all other locations of use before August 8, 2009,
or an earlier date as noticed by the Division, need not comply with the training requirements of Rules 0400-
20-07-.38, 0400-20-07-.39, 0400-20-07-.40, 0400-20-07-.43, 0400-20-07-.45, 0400-20-07-.46, 0400-20-
07-.47, 0400-20-07-.48, 0400-20-07-.49, 0400-20-07-.52, 0400-20-07-.53, 0400-20-07-.54, 0400-20-07-
.55, 0400-20-07-.56, 0400-20-07-.58, 0400-20-07-.59, 0400-20-07-.60, 0400-20-07-.62 and 0400-20-07-
.80, 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 the purposes of this chapter.

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

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.31 Authorization for Calibration, Transmission, and Reference Sources is amended by deleting
it in its entirety and substituting instead the following:

0400-20-07-.31 Authorization for Calibration, Transmission, and Reference Sources.

(1)

Any person authorized by Rule 0400-20-07-.10 for medical use of radioactive material may receive,
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possess, and use any of the following radioactive material for check, calibration, transmission, and
reference use:

(a)

(b)

(c)

(d)

(e)

Sealed sources not exceeding 1.11 gigibecquerels (30 mCi) each, manufactured and distributed
by persons specmcally I|censed pu#su—am—te under 10 C. F R § 32.74, Chapter 0400- 20 10, or
equivalent p

de44et—exeeed444—g+gabeeque¥els—€39—mﬂheuﬂes)-eaeh Aqreement State requlatlons

Sealed sources, not exceeding 1.11 GBg gigibecquerels (30 mCi) each, redistributed by a licensee
authorized to redistribute the sealed sources manufactured and distributed by a person licensed
under paragraph (12) of Rule 0400-20-10-.13, or equivalent provisions of the U.S. Nuclear
Regulatory Commission or Agreement State regulations, providing the redistributed sealed sources
are in the original packaging and shielding and are accompanied by the manufacturer's approved
instructions;

Any radioactive material with a half-life ef not longer than 120 days erless in individual amounts
not to exceed 555-megabecquerels 0.56 gigibecquerels (15 millicuries);

Any radioactive material with a half-life greater longer than 120 days in individual amounts not to
exceed the smaller of:

1. 7.4 megabecquerels (200 pCi); or
2. 1,000 times the quantities in Schedule RHS 8-30 Chapter 0400-20-10; and

Technetium-99m in amounts as needed.

(2) Radioactive material in sealed sources authorized by this provision shall not be:

(a)

Used for medical use as defined in paragraph (19) of Rule 0400-20-07-.05, except in accordance

(b)

with the requirements of Rule 0400-20-07-.61; or

Combined (i.e., bundled or aggregated) to create an activity greater than the maximum activity of

any single sealed source authorized under this rule.

(3) A licensee using calibration, transmission, and reference sources in accordance with the requirements in

paragraph (1) or (2) of this rule need not list these sources on a specific medical use license.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.39 Training for Uptake, Dilution, and Excretion Studies is amended by deleting it in its entirety
and substituting instead the following:

0400-20-07-.39 Training for Uptake, Dilution, and Excretion Studies.

(1) Except as provided in Rule 0400-20-07-.26, a licensee shall require an authorized user of unsealed
radioactive material for the uses authorized under Rule 0400-20-07-.38 to be a physician who:

(@)

Is certified by a medical specialty board whose certification process has been recognized by the
Division, the U.S. Nuclear Regulatory Commission or an Agreement State-and-who-meets-the
requirements—of part{c)2-of this—paragraph. The names of board certifications that have been
recognized by the U.S. Nuclear Regulatory Commission or an Agreement State are posted on the
U.S. Nuclear Regulatory Commission’s Medical Uses Licensee Toolkit Web page. To be have its
certification process recognized, a specialty board shall require a—candidate all candidates for
certification to:

1. Have completed 60 hours of training and experience in basic radionuclide handling
techniques and radiation safety applicable to the medical use of unsealed radioactive
material for uptake, dilution, and excretion studies as described in subparts (1)(c)1(i) and
(i) of this rule; and

SS-7037 (March 2020) 32 RDA 1693



Pass an examination, administered by diplomates of the specialty board, which assesses
knowledge and competence in radiation safety, radionuclide handling, and quality control;
or

(b) Is an authorized user under Rule 0400-20-07-.43 or 0400-20-07-.47 or equivalent Agreement State

or U.S.

(c) 1.
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Nuclear Regulatory Commission requirements; or

Has completed 60 hours of training and experience, including a minimum of 8 eight hours
of classroom and laboratory training, in basic radionuclide handling techniques applicable
to the medical use of unsealed radioactive material for uptake, dilution, and excretion
studies. The training and experience must include:

(i) Classroom and laboratory training in the following areas:
n Radiation physics and instrumentation;
(1 Radiation protection;

(1) Mathematics pertaining to the use and measurement of radioactivity;
(IV) Chemistry of radioactive material for medical use; and
V) Radiation biology; and

(ii) Work experience, under the supervision of an authorized user who meets the
requirements in Rule 0400-20-07-.26, this rule, Rule 0400-20-07-.43, or Rule
0400-20-07-.47, or equivalent U.S. Nuclear Regulatory Commission or agreement

State requirements, involving:

(0] Ordering, receiving, and unpacking radioactive materials safely and
performing the related radiation surveys;

() Performing quality control procedures on instruments used to determine
the activity of dosages and performing checks for proper operation of
survey meters;

(1 Calculating, measuring, and safely preparing patient or human research
subject dosages;

(IV) Using administrative controls to prevent a misadministration involving the
use of unsealed radioactive material;

V) Using procedures to contain spilled radioactive material safely and using
proper decontamination procedures; and

(VI Administering dosages of radioactive drugs to patients or human research
subjects; and

Has obtamed wntten attestaﬂon%gaeekbyuaﬂereeepteeaethehzedﬂsewvh&meets%e

that the
|nd|V|duaI has satisfactorily completed the reqwrements in part 1 of this subparaqraph and

is able to independently fulfill the radiation safety-related duties as an authorized user for
the medical uses authorized under Rule 0400-20-07-.38. The attestation must be obtained
from either:

(i) A preceptor authorized user who meets the requirements of this rule, Rule 0400-
20-07-.26, Rule 0400-20-07-.43, Rule 0400-20-07-.47, or equivalent Agreement
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State or U.S. Nuclear Regulatory Commission requirements; or

(ii) 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 of Rule 0400-20-07-.26, this
rule, Rule 0400-20-07-.43, Rule 0400-20-07-.47, or equivalent Agreement State or
U.S. Nuclear Reqgulatory Commission requirements, and that faculty member
concurs with the attestation provided by the residency program director. The
residency training program must 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 must include
training and experience specified in part 1 of this subparagraph.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.41 Radionuclide Contaminants is amended by deleting it in its entirety and substituting instead
the following:

0400-20-07-.41 Radionuclide—Contaminants Permissible Molybdenum-99, Strontium-82, and Strontium-85
Concentrations.

(1) A licensee shall not administer to humans a radiopharmaceutical that contains:

(a) More than 0.15 kilobecquerel of molybdenum-99 per megabecquerel of technetium99m (0.15 uCi
of Mo-99 per mCi of Tc-99m); or

(b) More than 0.02 kilobecquerel of strontium-82 per megabecquerel of rubidium-82 chloride injection
(0.02 uCi of Sr-82 per mCi of Rb-82 chloride), or more than 0.2 kilobecquerel of strontium-85 per
megabecquerel of rubidium-82 chloride injection (0.2 uCi of Sr-85 per mCi of Rb-82).

j j - A licensee that uses molybdenum-99/technetium-99m generators for
preparing a technetium-99m radiopharmaceutical shall measure the molybdenum-99m concentration in
each eluate from a generator to demonstrate compliance with paragraph (1) of this rule.

)

(3) A licensee who must measure radionuclide contaminant concentration shall retain a record of each
measurement in accordance with Rule 0400-20-07-.95.

(4) A licensee shall report immediately to the Division each occurrence of radionuclide contaminant
concentration exceeding the limits specified in paragraph (1) of this rule at the time of generator elution, in
accordance with Rule 0400-20-07-.114.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.43 Training for Imaging and Localization Studies is amended by deleting it in its entirety and
substituting instead the following:

0400-20-07-.43 Training for Imaging and Localization Studies.

(1) Except as provided in Rule 0400-20-07-.26, a licensee shall require an authorized user of unsealed
radioactive material for the uses authorized under Rule 0400-20-07-.40 to be a physician who:

(a) Is certified by a medical specialty board whose certification process has been recognized by the
Division, the U.S. Nuclear Regulatory Commission or an Agreement State-and-who-meets—the
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. The names of board certifications that have been

recognized by the U.S. Nuclear Regulatory Commission or an Agreement State are posted on the

U.S. Nuclear Regulatory Commission’s Medical Uses Licensee Toolkit Web page. To be have its

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

1.

Complete 700 hours of training and experience in basic radionuclide handling techniques
and radiation safety applicable to the medical use of unsealed radioactive material for
imaging and localization studies as described in subparts (c)1(i) and (ii) of this paragraph;
and

2. Pass an examination, administered by diplomates of the specialty board, which assesses
knowledge and competence in radiation safety, radionuclide handling, and quality control;
or

(b) Is an authorized user under Rule 0400-20-07-.47 and meets the requirements in item (c)1(ii)(VII)

of this paragraph or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements; or

(c) 1.

SS-7037 (March 2020)

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 radioactive material for imaging and localization studies. The
training and experience must include, at a minimum:

(i) Classroom and laboratory training in the following areas:
(0] Radiation physics and instrumentation;
(1 Radiation protection;

(1) Mathematics pertaining to the use and measurement of radioactivity;
(IV) Chemistry of radioactive material for medical use; and
V) Radiation biology; and

(ii) Work experience, under the supervision of an authorized user, who meets the
requirements in this rule, Rule 0400-20-07-.26, or item (VII) of this subpart and
Rule 0400-20-07-.47 or equivalent Agreement State or U.S. Nuclear Regulatory
Commission requirements.,—invehlving: An authorized nuclear pharmacist who
meets the requirements in Rule 0400-20-07-.25 or 0400-20-07-.26 may provide
the supervised work experience for item (VII) of this subpart. Work experience

n Ordering, receiving, and unpacking radioactive materials safely and
performing the related radiation surveys;

() Performing quality control procedures on instruments used to determine
the activity of dosages and performing checks for proper operation of
survey meters;

(1) Calculating, measuring, and safely preparing patient or human research
subject dosages;

(IV) Using administrative controls to prevent a misadministration involving the
use of unsealed radioactive material;

(V) Using procedures to safely contain spilled radioactive material and using
proper decontamination procedures;

W) Administering dosages of radioactive drugs to patients or human research
subjects; and
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(VII)  Eluting generator systems appropriate for preparation of radioactive drugs
for imaging and localization studies, measuring and testing the eluate for
radionuclidic purity, and processing the eluate with reagent kits to prepare
labeled radioactive drugs; and

under—Rules0400-20-07--38-and—0400-20-07-40 that the individual has satisfactorily

completed the requirements in part 1 of this subparagraph and is able to independently
fulfill_the radiation safety-related duties as an authorized user for the medical uses
authorized under Rules 0400-20-07-.39 and 0400-20-07-.40. The attestation must be
obtained from either:

(i) A preceptor authorized user who meets the requirements in Rule 0400-20-07-.26,
this rule, or Rule 0400-20-07-.47, and item 1(ii)(VIl) of this subparagraph, or
equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements; or

(ii) 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 Rule 0400-20-07-.26, this
rule, or Rule 0400-20-07-.47 and item 1(ii)(VII) of this subparagraph, or equivalent
Agreement State or U.S. Nuclear Regulatory Commission requirements, and
concurs with the attestation provided by the residency program director. The
residency training program director. The residency training program must 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 must include training and experience specified in part 1 of this

subparagraph.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.44 Use of Unsealed Radioactive Material for Which a Written Directive is Required is amended
by deleting it in its entirety and substituting instead the following:

0400-20-07-.44 Use of Unsealed Radioactive Material for Which a Written Directive is Required.

radioactive material identified in item (1)(b)1(ii)(V]) of Rule
0400-20-07-.47 prepared for medical use and for which a written directive is required that is:

(1) A licensee may use any unsealed radi

(a) Obtained from:

1. A manufacturer or preparer licensed under paragraph (10) of Rule 0400-20-07-.10 or
equivalent Agreement State or U.S. Nuclear Regulatory Commission requirements; or

2. A PET radioactive drug producer licensed under paragraph (8) of Rule 0400-20-10-.11 or
equivalent Agreement State or U.S. Nuclear Regulatory Commission requirements; or

(b) Excluding production of PET radionuclides prepared by an authorized nuclear pharmacist, a
physician who is an authorized user and who meets the requirements specified in Rule 0400-20-
07-.43, Rule 0400-20-07-.47, or an individual under the supervision of either as specified in Rule
0400-20-07-.19; er

(c) Obtained from and prepared by an Agreement State or U.S. Nuclear Regulatory Commission
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(d)

licensee for use in research in accordance with an investigational new drug (IND) protocol accepted
by Food and Drug Administration (FDA) for use in research; or

Prepared by the licensee for use in research in accordance with an investigational new drug (IND)
protocol accepted by Food and Drug Administration (FDA).

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.47 Training for Use of Unsealed Radioactive Material for Which a Written Directive is Required
is amended by deleting it in its entirety and substituting instead the following:

0400-20-07-.47 Training for Use of Unsealed Radioactive Material for Which a Written Directive is Required.

(1) Except as provided in Rule 0400-20-07-.26, a licensee shall require an authorized user of unsealed
radioactive material for the uses authorized under Rule 0400-20-07-.44 to be a physician who:

(a)

(b)

Is certified by a medical specialty board whose certification process has been recognized by the
Division, the U.S. Nuclear Regulatory Commission an Agreement State and who meets the

requwements in item (1)(b)1(||)(VI) and—pa#t—ﬁ%b)zof this rule. (Speeral%y—beﬁmmeseeemﬁeahen

certlflcatlons that have been recoqmzed by the U.S. Nuclear Requlatory Commission _or_an
Agreement State are posted on the U.S. Nuclear Regulatory Commission’s Medical Uses Licensee
Toolkit Web page. To be recognized, a specialty board shall require a candidate for certification to:

1. Successfully complete a residency training in a radiation therapy or nuclear medicine
training program or a program in a related medical specialty that includes 700 hours of
training and experience as described in subpart (b)1(i) through item (b)1(ii)(V) of this
paragraph. Eligible training programs must be approved by the Residency Review
Committee of the Accreditation Council for Graduate Medical Education or Royal College

of Physicians and Surgeons of Canada or the Committee-onPeostgraduate Council on

Postdoctoral Training of the American Osteopathic Association; and

2. Pass an examination, administered by diplomates of the specialty board, which that tests
knowledge and competence in radiation safety, radionuclide handling, quality assurance,
and clinical use of unsealed by-product material; or

1. Have 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 radioactive material requiring a written directive.
The training and experience must include:

(i) Classroom and laboratory training in the following areas:
n Radiation physics and instrumentation;
() Radiation protection;

(1 Mathematics pertaining to the use and measurement of radioactivity;
(V) Chemistry of radioactive material for medical use; and
(V) Radiation biology; and

(i) Work experience, under the supervision of an authorized user who meets the
requirements of this rule, Rule 0400-20-07-.26, or equivalent U.S. Nuclear
Regulatory Commission or Agreement State requirements. A supervising
authorized user, who meets the requirements in this subparagraph, must also have
experience in administering dosages in the same dosage category or categories
(i.e., item (VI) of this subpart) as the individual requesting authorized user status.
The work experience must involve:
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)

(m

(I

(V)

V)

(V1)

Ordering, receiving, and unpacking radioactive materials safely and
performing the related radiation surveys;

Performing quality control procedures on instruments used to determine
the activity of dosages and performing checks for proper operation of
survey meters;

Calculating, measuring, and safely preparing patient or human research
subject dosages;

Using administrative controls to prevent a misadministration involving the
use of unsealed radioactive material;

Using procedures to contain spilled radioactive material safely and using
proper decontamination procedures; and

Administering dosages of radroactlve drugs to patlents or human research
subjects irvely &
feewHeh—the—wrdeuaLrs—Fequeshng—aumeH-zed—use#staius from the four
categories in _this item. Radioactive drugs containing radionuclides in
categories not included in this item are regulated under Rule 0400-20-07-
.81. This work experience must involve a minimum of three cases in each
of the following categories for which the individual is requesting authorized
user status:

l. Oral administration of less than or equal to 1.22 gigabecquerels
(33 millicuries) of sodium iodide 1-131, for which a written directive
is required;

Il. Oral administration of greater than 1.22 gigabecquerels (33

millicuries) of sodium iodide I-131--Experience-with-at-least-three
cases-inthis-also-satisfies the requirementin-subitem-l-of this-item;

Il Parenteral adm|n|strat|on of any betaemrtteeepaﬁphetenemﬁnng

wnﬁe&&reehv&r&requrred%ndler radroactrve druq that contarns
a_radionuclide primarily used for its electron emission, beta
radiation characteristics, alpha radiation characteristics, or photon
energy of less than 150 keV, for which a written directive is

required; and

V. Parenteral administration of any other radionuclide for which a
written directive is required; and

Have Has obtained written attestation that the individual has satisfactorily completed the
requirements in part (a)1 and item (b)1(ii)(VI) of this paragraph or part 1 of this
subparagraph and has achieved a level of competency sufficient to function independently
as an authorlzed user for the medlcal uses authorized under Rule 0400 20- 07 44-The

authorized user status. The attestation must be obtained from either:

(i) A preceptor authorized user who meets the requirements in this rule, Rule 0400-

20-07-.26, or equivalent Agreement State or equivalent U.S. Nuclear Regulatory

Commission requirements and who has experience in administering dosages in

the same dosage category or categories as the individual requesting authorized
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user status; or

(ii) 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 rule, Rule 0400-20-07-
.26, or equivalent Agreement State or equivalent U.S. Nuclear Regqulatory
Commission requirements, who has experience in administering dosages in the
same dosage category or cateqgories as the individual requesting authorized user
status, and who concurs with the attestation provided by the residency program
director. The residency training program must 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 Council on
Postdoctoral Training of the American Osteopathic Association, and must include
training and experience specified in part 1 of this subparagraph.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.48 Training for the Oral Administration of Sodium lodine 1-131 Requiring a Written Directive in
Quantities Less Than or Equal to 1.22 Gigabecquerels (33 Millicurries) is amended by deleting it in its entirety and
substituting instead the following:

0400-20-07-.48 Training for the Oral Administration of Sodium lodine [-131 Requiring a Written Directive in
Quantities Less Than or Equal to 1.22 Gigabecquerels (33 Millicurries).

(1) Except as provided in Rule 0400-20-07-.26, a licensee shall require an authorized user for the oral
administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries), to be a physician who:

(a) Is certified by a medical specialty board whose certification process includes all of the requirements
in of subparagraph (c) of this paragraph and whose certification has been recognized by the
D|V|5|on the U S. Nuclear Regulatory Comm|SS|on or an Agreement State. and-who-meets-the

The names of board certifications which that have

been recognized by the U.S. Nuclear Regulatory Commission or an Agreement State will-be are
posted on the U.S. Nuclear Regulatory Commission's Medical Uses Licensee Toolkit Web pagey;

or

(b) Is an authorized user under Rule 0400-20-07-.47 for uses listed in subitems (1)(b)1(ii)(VI)I or Il of
Rule 0400-20-07-.47, Rule 0400-20-07-.49, or equivalent Agreement State or U.S. Nuclear
Regulatory Commission requirements; or

(c) 1.

SS-7037 (March 2020)

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 must include:

(i) Radiation physics and instrumentation;

(ii) Radiation protection;

(iii) Mathematics pertaining to the use and measurement of radioactivity;
(iv) Chemistry of radioactive material for medical use; and

(v) Radiation biology; and

Has work experience, under the supervision of an authorized user who meets the
requirements in of Rules 0400-20-07-.26, Rule 0400-20-07-.47, Rule 0400-20-07-.48, Rule
0400-20-07-.49, or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements. A supervising authorized user who meets the requirements in of
subparagraph (1)(b) of Rule 0400-20-07-.47; must also have experience in administering
dosages as specified in subitems (1)(b)1(ii)(VI)I or Il of Rule 0400-20-07-.47. The work
experience must involve:
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(i) Ordering, receiving, and unpacking radioactive materials safely and performing the
related radiation surveys;

(ii) Performing quality control procedures on instruments used to determine the
activity of dosages and performing checks for proper operation of survey meters;

(iii) Calculating, measuring, and safely preparing patient or human research subject
dosages;
(iv) Using administrative controls to prevent a misadministration involving the use of

radioactive material;

(v) Using procedures to contain spilled radioactive material safely and using proper
decontamination procedures; and

(vi) Administering dosages to patients or human research subjects, that includes at
least 3 three cases involving the oral administration of less than or equal to 1.22
gigabecquerels (33 millicuries) of sodium iodide 1-131; and

3:(d) Has obtained written attestation that the individual has sahsfactonly completed the requirements in

of parts (_)1 and (_)2 of this subpa#ag#aph garagrag and ha&aeh+evedﬂa4evelreﬁeempeteney

9499—29-9141 is able to mdependentlv fulfill the radiation safetv related dutles as an authorlzed
user for oral administration of less than or equal to 1.22 gigabecquerels (33 millicuries) of sodium
iodine [-131 for medical uses authorized under Rule 0400-20-07-.44. The attestation must be
obtained from either:

1. A preceptor authorized user who meets the requirements of Rule 0400-20-07-.26, Rule
0400-20-07-.47, this rule, Rule 0400-20-07-.49, or equivalent Agreement State or U.S.
Nuclear Regulatory Commission requirements and who has experience in administering
dosages as specified in subitem (1)(b)1(ii)(VD)I or Il of Rule 0400-20-07-.47; or

2. 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 of Rule 0400-20-07-.26, Rule 0400-20-07-
.47, this rule, Rule 0400-20-07-.49, or equivalent Agreement State requirements, who has
experience in administering dosages as specified in subitem (1)(b)1(ii)(VDI or Il of Rule
0400-20-07-.47, and who concurs with the attestation provided by the residency program
director. The residency training program must 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 must include training and experience specified
in parts (c)1 and (c)2 of this paragraph.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.49 Training for the Oral Administration of Sodium lodine 1-131 Requiring a Written Directive in
Quantities Greater Than 1.22 Gigabecquerels (33 Millicurries) is amended by deleting it in its entirety and
substituting instead the following:

0400-20-07-.49 Training for the Oral Administration of Sodium lodine 1-131 Requiring a Written Directive in
Quantities Greater Than 1.22 Gigabecquerels (33 Millicurries).

(1) Except as provided in Rule 0400-20-07-.26, a licensee shall require an authorized user for the oral
administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
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gigabecquerels (33 millicuries), to be a physician who:

(a) Is certified by a medical specialty board whose certification process includes all of the requirements
in of parts (c)1 and (c)2 of this paragraph and whose certification process has been recognized by
the Division, the U.S. Nuclear Regulatory Commission, or an Agreement State.,-and-who-meets
the requirements-inpart(H{c)3-of thisrule{The names of board certifications which that have been
recognized by the U.S. Nuclear Regulatory Commission or an Agreement State will-be are posted
on the U.S. Nuclear Regulatory Commission's Medical Uses Licensee Toolkit Web page); or

(b) Is an authorized user under Rule 0400-20-07-.47 for uses listed in subitem (1)(b)1(ii)(VI)Il of Rule
0400-20-07-.47, or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements; or

(c) 1.
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Has successfully completed 80 hours of classroom and laboratory training, applicable to
the medical use of sodium iodide 1-131 for procedures requiring a written directive. The
training must include:

(i) Radiation physics and instrumentation;
(i) Radiation protection;
(iii) Mathematics pertaining to the use and measurement of radioactivity;

(iv) Chemistry of radioactive material for medical use; and
(v) Radiation biology; and

Has work experience, under the supervision of an authorized user who meets the
requirements in Rule 0400-20-07-.26, Rule 0400-20-07-.47, this rule, or equivalent
Agreement State or U.S. Nuclear Regulatory Commission requirements. A supervising
authorized user, who meets the requirements in subparagraph (1)(b) of Rule 0400-20-07-
47, must have experience in administering dosages as specified in subitem (1)(b)1(ii)(VDII
of Rule 0400-20-07-.47. The work experience must involve:

(i) Ordering, receiving, and unpacking radioactive materials safely and performing the
related radiation surveys;

(ii) Performing quality control procedures on instruments used to determine the
activity of dosages and performing checks for proper operation of survey meters;

(iii) Calculating, measuring, and safely preparing patient or human research subject
dosages;
(iv) Using administrative controls to prevent a misadministration involving the use of

radioactive material;

(v) Using procedures to contain spilled radioactive material safely and using proper
decontamination procedures; and

(vi) Administering dosages to patients or human research subjects, that includes at
least 3 three cases involving the oral administration of greater than 1.22
gigabecquerels (33 millicuries) of sodium iodide 1-131; and

Has obtained written attestation that the individual has satisfactorily completed the
requirements in of parts 1 and 2 of this subparagraph and has achieved a level of
competency sufficient to function independently as an authorized user for medical uses
authorized under Rule 0400-20-07-.44. The written attestation must be signed by a
preceptor authorized user who meets the requirements in of Rule 0400-20-07-.26, Rule
0400-20-07-.47, this rule, or equivalent Agreement State or U.S. Nuclear Regulatory
Commission requirements. A preceptor authorized user; who meets the requirements in of
Rule subparagraph (1)(b) of Rule 0400-20-07-.47; must have experience in administering
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3+(d)

dosages as specified in subitem (1)(b)1(ii)(V)Il of Rule 0400-20-07-.47.

Has obtained written attestation that the individual has sahsfactonly completed the requirements in

of parts (_)1 and (_)2 of thls subpa#ag#aeh Qaragrag and has—aeMeved—a—level—ef—eempeteney

9499-20-(91»41 is able to mdependently fulfill the radiation safety related dut|es as an authorlzed
user for oral administration of greater than or equal to 1.22 gigabecquerels (33 millicuries) of
sodium iodine [-131 for medical uses authorized under Rule 0400-20-07-.44. The attestation must

be obtained from either:

1. A preceptor authorized user who meets the requirements of Rule 0400-20-07-.26, Rule
0400-20-07-.47, Rule 0400-20-07-.48, this rule, or equivalent Agreement State or U.S.
Nuclear Requlatory Commission requirements and who has experience in administering
dosages as specified in subitem (1)(b)1(ii)(VDI or Il of Rule 0400-20-07-.47; or

2. 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 of Rule 0400-20-07-.26, Rule 0400-20-07-
.47, Rule 0400-20-07-.48, this rule, or equivalent Agreement State requirements, who has
experience in administering dosages as specified in subitem (1)(b)1(ii)(VDI or |l of Rule
0400-20-07-.47, and who concurs with the attestation provided by the residency program
director. The residency training program must 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 must include training and experience specified
in parts (c)1 and (c)2 of this paragraph.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.50 Training for the Parenteral Administration of Unsealed Radioactive Material Requiring a
Written Directive is amended by deleting it in its entirety and substituting instead the following:

0400-20-07-.50 Training for the Parenteral Administration of Unsealed Radioactive Material Requiring a Written
Directive.

(1)

Except as provided in Rule 0400-20-07-.26, a licensee shall require an authorized user for the parenteral
administration requiring a written directive, to be a physician who:

(@)

(b)

Is an authorized user under Rule 0400-20-07-.47 for uses listed in subitem (1)(b)1(ii)(VIIl or IV of
Rule 0400-20-07-.47, or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements; or

Is an authorized user under Rule 0400-20-07-.59 or Rule 0400-20-07-.80, or equivalent Agreement
State or U.S. Nuclear Regulatory Commission requirements and who meets the requirements in
subparagraph (d) of this paragraph; er

Is certified by a medical specialty board whose certification process has been recognized by the
U.S. Nuclear Regulatory Commission or an Agreement State under Rule 0400-20-07-.59 or Rule
0400-20-07-.80, and who meets the requirements in subparagraph (d) of this paragraph-; or

1. Has successfully completed 80 hours of classroom and laboratory training, applicable to

parenteral admmstraﬂons#eewMe#awwﬁten%e%&mqmmekeﬁar&betaeﬁuﬁepeF

sub|tem (1)(b)1(||)(VI)III of Rule 0400 20 07- 47 The tra|n|ng must mclude
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(i) Radiation physics and instrumentation;

(ii) Radiation protection;
(iii) Mathematics pertaining to the use and measurement of radioactivity;
(iv) Chemistry of radioactive material for medical use; and

(v) Radiation biology; and

Has work experience, under the supervision of an authorized user who meets the
requirements in Rule 0400-20-07-.26, Rule 0400-20-07-.47 or this rule, or equivalent
Agreement State or U S Nuclear Regulatory Comm|SS|on requwements in the parenteral

subltem (1)(b)1(||)(VI)III of Rule 0400- 20 07 47 A superwsmg authorlzed user who meets

the requirements in Rule 0400-20-07-.47, this rule, or equivalent Agreement State or U.S.
Nuclear Regulatory Commission requirements must have experience in administering
dosages as-specified-in-subitems (DD Hand/or NM-of Rule-0400-20-07-47 in the
same category or categories as the individual requesting authorized user status. The work
experience must involve:

(i) Ordering, receiving, and unpacking radioactive materials safely, and performing
the related radiation surveys;

(i) Performing quality control procedures on instruments used to determine the
activity of dosages, and performing checks for proper operation of survey meters;

(iii) Calculating, measuring, and safely preparing patient or human research subject
dosages;
(iv) Using administrative controls to prevent a misadministration involving the use of

unsealed radioactive material;

(v) Using procedures to contain spilled radioactive material safely, and using proper
decontamination procedures; and

(vi) Administering dosages to patients or human research subjects, that include at
Ieast 3 cases mvolvmg the parenteral admmtpahen—fepreh—a—wn%ten@weeu%

admlmstratlons as specn‘led in subltem (1)(b)1(||)(VI)III of Rule 0400 20- 07 47

and

Has obtained written attestation that the individual has satisfactorily completed the
requirements in subparagraphs (b) or (c) of this paragraph; and has achieved a level of
competency sufficient to function independently as an authorized user for the parenteral
administration of unsealed radioactive material requiring a written directive. The written
attestation must be signed-by-a obtained from either:

(i) A preceptor authorized user who meets the requirements in Rule 0400-20-07-.26,
Rule 0400-20-07-.47, this rule, or equivalent Agreement State or U.S. Nuclear
Regulatory Commission requirements. A preceptor authorized user, who meets

the requwements |n Rule 0400 20-07- 47 mus@aveue*peneneeumad#n%tenag

thls ruIe or equwalent Aqreement State or U S. Nuclear Requlatory Comm|SS|on

requirements, must have experience in administering dosages in the same
category or cateqgories as the individual requesting authorized user status; or
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(ii) 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 Rule 0400-20-07-.26, Rule
0400-20-07-.47, Rule 0400-20-07-.50, or equivalent Agreement State or U.S.
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 must 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
must include training and experience specified in parts 1 and 2 of this

subparagraph.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.51 Use of Sealed Sources for Manual Brachytherapy is amended by deleting it in its entirety
and substituting instead the following:

0400-20-07-.51 Use of Sealed Sources for Manual Brachytherapy.

(1)

A licensee shall use only brachytherapy sources for therapeutic medical uses:

(a) As approved in the Sealed Source and Device Registry for manual brachytherapy medical use.
The manual brachytherapy sources may be used for manual brachytherapy uses that are not
explicitly listed in the Sealed Source and Device Registry, but must be used in accordance with the
radiation safety conditions and limitations described in the Sealed Source and Device Registry; or

(b) In research to deliver therapeutic doses for medical use in accordance with an active investigational
device exemption (IDE) application accepted by the Food and Drug Administration (FDA) provided
the requirements of Rule 0400-20-07-.22 are met.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.57 Decay of Strontium-90 Sources for Ophthalmic Treatments is amended by deleting it in its
entirety and substituting instead the following:

0400-20-07-.57 Decay-ef Strontium-90 Sources for Ophthalmic Treatments.

(1)

56- Licensees who use strontium-90 for ophthalmic treatments must
ensure that certain activities as specified in paragraph (2) of this rule are performed by either:

(a) An authorized medical physicist; or

(b) An individual who:

1. Is identified as an ophthalmic physicist on a specific medical use license issued by the U.S.
Nuclear Regulatory Commission or Agreement State broad scope medical use licensee;
medical use permit issued by a U.S. Nuclear Regulatory Commission master material
licensee; or permit issued by a U.S. Nuclear Regulatory Commission master material broad
scope medical use permittee; and

2. 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; and

3. Has successfully completed one 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
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4. Has documented training in:

(i) The creation, modification, and completion of written directives;
(ii) Procedures for administrations requiring a written directive; and
(iii) Performing the calibration measurements of brachytherapy sources as detailed in

Rule 0400-20-07-.56.

(2) The individuals identified in paragraph (1) of this rule must:

(a)

Calculate the activity of each strontium-90 source that is used to determine the treatment times for

(b)

ophthalmic treatments. The decay must be based on the activity determined under Rule 0400-20-
07-.56; and

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
must include the frequencies that the individual meeting the requirements in paragraph (1) of this
rule 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.

2)(3) Licensees must retain a record of the activity of each strontium-90 source in accordance with Rule 0400-
20-07-.100.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.59 Training for Use of Manual Brachytherapy Sources is amended by deleting it in its entirety
and substituting instead the following:

0400-20-07-.59 Training for Use of Manual Brachytherapy Sources.

(1) Except as provided in Rule 0400-20-07-.26, a licensee shall require an authorized user of a manual
brachytherapy source for the uses authorized under Rule 0400-20-07-.51 to be a physician who:

(@)

(b)

Is certified by a medical specialty board whose certification process has been recognized by the
Division, the U.S. Nuclear Regulatory Commission, or an Agreement State—and-who-meets-the

i i : . {The names of board certifications which have been
recognized by the U.S. Nuclear Regulatory Commission or an Agreement State will-be are posted
on the U.S. Nuclear Regulatory Commission's Medical Uses Licensee Toolkit Web page.} To be
have its certification process recognized, a specialty board shall require all candidates for
certification to:

1. Successfully complete a minimum of 3 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 Royal College of Physicians and Surgeons of

Canada or the Coemmittee—on—Postgraduate Council on Postdoctoral Training of the

American Osteopathic Association; and

2. Pass an examination, administered by diplomates of the specialty board, which that tests
knowledge and competence in radiation safety, radionuclide handling, treatment planning,
quality assurance, and clinical use of manual brachytherapy; or

1. Has completed a structured educational program in basic radionuclide handling techniques
applicable to the use of manual brachytherapy sources that includes:

(i) 200 hours of classroom and laboratory training in the following areas:
n Radiation physics and instrumentation;
() Radiation protection;
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(D) Mathematics pertaining to the use and measurement of radioactivity; and
(V) Radiation biology; and

(ii) 500 hours of work experience, under the supervision of an authorized user who
meets the requirements in this rule, Rule 0400-20-07-.26, or equivalent Agreement
State or U.S. Nuclear Regulatory Commission requirements at a medical institution
facility authorized to use radioactive materials under Rule 0400-20-07-.51,
involving:

n Ordering, receiving, and unpacking radioactive materials safely and
performing the related radiation surveys;

(1 Checking survey meters for proper operation;
(1) Preparing, implanting, and removing brachytherapy sources;
(V) Maintaining running inventories of material on hand;

(V) Using administrative controls to prevent a misadministration involving the
use of radioactive material; and

(VI) Using emergency procedures to control radioactive material.;-and

Has completed 3 three years of supervised clinical experience in radiation oncology, under
an authorized user who meets the requirements in this rule, Rule 0400-20-07-.26, or
equivalent Agreement State or U.S. Nuclear Regulatory Commission er-Agreement-State
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 Committee
Council on Postdoctoral Training of the American Osteopathic Association. This
experience may be obtained concurrently with the supervised work experience required by
subpart 1(ii) of this subparagraph; and

Has obtamed wntten attestanonﬂgﬂeekbyuaﬂsreeeptapamhenzedﬂsepwh&meets%e

that the |nd|V|duaI has sat|sfactorlly
completed the requirements in part (a)1 of th|s paragraph, or parts {b}1 and 2 of this
paragraph subparagraph and has-achieved-a-level-of competency-sufficient-to-function
independently is able to independently fulfill the radiation safety-related duties as an
authorized user of manual brachytherapy sources for the medical uses authorized under
Rule 0400-20-07-.51. The attestation must be obtained from either:

(i) A preceptor authorized user who meets the requirements in this rule, Rule 0400-
20-07-.26, or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements; or

(ii) 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 rule, Rule 0400-20-07-
.26, or equivalent Agreement State or U.S. Nuclear Requlatory Commission
requirements and concurs with the attestation provided by the residency program
director. The residency training program must 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 must include
training and experience specified in parts 1 and 2 of the subparagraph.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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Part 3 of subparagraph (b) of paragraph (1) of Rule 0400-20-07-.60 Training for ophthalmic use of strontium-90 is
amended by deleting it in its entirety and substituting instead the following:

3. Has obtained written attestation, signed by a preceptor authorized user who meets the
requirements in Rule 0400-20-07-.26, Rule 0400-20-07-.59, this rule, or equivalent
Agreement State or U.S. Nuclear Regulatory Commission requirements, that the individual
has sat|sfactor|ly completed the reqwrements in subparagraph (b) of this paragraph and

use#ef—s#enhum—gg—fepephthalmause is able to mdependentlv fulflll the radlatlon safetv-

related duties as an authorized user of strontium-90 for ophthalmic use.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.61 Use of Sealed Sources for Diagnosis is amended by deleting it in its entirety and substituting
instead the following:

0400-20-07-.61 Use of Sealed Sources and Medical Devices for Diagnosis.

A licensee must use only sealed sources that are not in medical devices for diagnostic medical uses if the

(2)

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 must be used in accordance with the radiation safety conditions and limitations
described in the Sealed Source and Device Registry.

A licensee must only use medical devices containing sealed sources for diagnostic medical uses if both the

(3)

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 must be used in accordance with the radiation
safety conditions and limitations described in the Sealed Source and Device Registry.

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 paragraph (1) of Rule 0400-20-07-.22 are met.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.62 Training for Use of Sealed Sources for Diagnosis is amended by deleting it in its entirety and
substituting instead the following:

0400-20-07-.62 Training for Use of Sealed Sources and Medical Devices for Diagnosis.

(1)

Except as provided in Rule 0400-20-07-.26, a licensee shall require the authorized user of a diagnostic
sealed source fer-use-in or a device authorized under Rule 0400-20-07-.61 to be a physician, dentist, or
podiatrist who:

(a) Is certified by a specialty board whose certification process includes all of the requirements in of
subparagraphs {b)(c) and {e)(d) of this paragraph and whose certification has been recognized by
the Division, the U.S Nuclear Regulatory Commission, or an Agreement State. {The names of board
certifications which that have been recognized by the U.S. Nuclear Regulatory Commission or an
Agreement State will-be are posted on the U.S. Nuclear Regulatory Commission's Medical Uses
Licensee Toolkit Web page); or

(b) Is an authorized user for uses listed in Rule 0400-20-07-.40 or equivalent Agreement State of U.S.
Nuclear Regulatory Commission requirements; or

{b)(c) Has completed 8 eight hours of classroom and laboratory training in basic radionuclide handling
techniques specifically applicable to the use of the device. The training must include:
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1. Radiation physics and instrumentation;

2. Radiation protection;
3. Mathematics pertaining to the use and measurement of radioactivity; and
4. Radiation biology; and

{e)}(d) Has completed training in the use of the device for the uses requested.
Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.63 Use of Sealed Source in a Remote Afterloader Unit, Teletherapy Unit, or Gamma
Stereotactic Radiosurgery Unit is amended by deleting it in its entirety and substituting instead the following:

0400-20-07-.63 Use of Sealed Source in Remote Afterloader Unit, Teletherapy Unit, or Gamma Stereotactic
Radiosurgery Unit.

(1) A licensee shall must only use sealed sources:
(a) As approved in the Sealed Source and Device Reqistry in photon emitting remote afterloader units,

teletherapy units, or gamma stereotactic radiosurgery units for to deliver therapeutic doses for
medical uses:; or

: : ! e sty

(b) In research involving photon-emitting remote afterloader units, teletherapy units, or gamma
stereotactic radiosurgery units in accordance with an active investigational device exemption (IDE)
application accepted by the U.S. Food and Drug Administration (FDA) provided the requirements
in paragraph (1) of Rule 0400-20-07-.22 are met.

(2) A licensee may only use photon-emitting remote afterloader units, teletherapy units, or gamma stereotactic
radiosurgery units:

(a) 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 expressly provided for
in the Sealed Source and Device Registry, but such devices must be used in accordance with
radiation safety conditions and limitations described in the Sealed Source and Device Registry; or

(b) In research in accordance with an active IDE application accepted by the FDA, provided the
requirements of paragraph (1) of Rule 0400-20-07-.22 are met.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraph (4) of Rule 0400-20-07-.66 Safety Procedures and Instructions for Remote Afterloader Units,
Teletherapy Units, and Gamma Stereotactic Radiosurgery Units is amended by deleting it in its entirety and
substituting instead the following:

(4) (a) Prior to the first use for patient treatment of a new unit or an existing unit with a manufacturer
upgrade that affects the operation of the unit, a licensee shall ensure that vendor operational and
safety training is provided to all individuals who will operate the unit. The vendor operational and
safety training must be provided by the device manufacturer or by an individual certified by the
device manufacturer to provide the operational and safety training.

4)(b) Alicensee shall provide instruction; operational and safety instructions initially and at least annually,
to all individuals who operate the unit at the facility, as appropriate to the individual’'s assigned
duties;. The instructions shall include instruction in:

{&)1. The procedures identified in subparagraph (1)(d) of this rule; and

{b)2.  The operating procedures for the unit.
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Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraph (7) of Rule 0400-20-07-.66 Safety Procedures and Instructions for Remote Afterloader Units,
Teletherapy Units, and Gamma Stereotactic Radiosurgery Units is amended by deleting it in its entirety and
substituting instead the following:

(7) A licensee shall retain a copy of the procedures required by subparagraphs subparagraph (1)(d) of this rule
and part (4)(b)2 of this rule in accordance with Rule 0400-20-07-.102.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.77 Five Year Inspection for Teletherapy Units and Gamma Stereotactic Radiosurgery Units is
amended by deleting it in its entirety and substituting instead the following:

0400-20-07-.77 EiveYear Full-Inspection Servicing for Teletherapy Ynits and Gamma Stereotactic Radiosurgery
Units.

(1) A licensee shall have each teletherapy unit and gamma stereotactic radiosurgery unit fully inspected and
serviced during source replacement or-at-intervals to assure proper functioning of the source exposure
mechanism and other safety components The interval between each full-inspection servicing shall not to
exceed 5 five years;w
for each teletherapy unit and shall not exceed seven years for each gamma stereotactic rad|osurqery unit.

(2) This inspection and servicing may only be performed by persons specifically licensed to do so by the
Division, the U.S. Nuclear Regulatory Commission, or an Agreement State.

(3) A licensee shall keep a record of the inspection and servicing in accordance with Rule 0400-20-07-.110.
Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.80 Training for Use of Remote Afterloader Units, Teletherapy Units, and Gamma Stereotactic
Radiosurgery Units.is amended by deleting it in its entirety and substituting instead the following:

0400-20-07-.80 Training for Use of Remote Afterloader Units, Teletherapy Units, and Gamma Stereotactic
Radiosurgery Units.

(1) Except as provided in Rule 0400-20-07-.26, a licensee shall require an authorized user of a sealed source
for a use authorized under Rule 0400-20-07-.63 to be a physician who:

(a) Is certified by a medical specialty board whose certification process has been recognized by the
Division, the U.S. Nuclear Regulatory Commission, or an Agreement State and who meets the
requirements in part{b)3-and subparagraph (c) of this paragraph. To-berecognized.—a-specialty
beoard-shallrequire-all-candidatesforcertification The names of board certifications that have been

recognized by the U.S. Nuclear Regulatory Commission or an Agreement State are posted on the
U.S. Nuclear Requlatory Commission’s Medical Uses Licensee Toolkit Web page. To have its
certification process recognized, a specialty board shall require all candidates for certification to:

1. Successfully complete a minimum of 3 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 Royal College of Physicians and Surgeons of
Canada or the Committee—on—Peost-Graduate Council on Postdoctoral Training of the
American Osteopathic Association; and

2. Pass an examination, administered by diplomates of the specialty board, which that tests
knowledge and competence in radiation safety, radionuclide handling, treatment planning,
quality assurance, and clinical use of stereotactic radiosurgery, remote afterloaders, and
external beam therapy; or

(b) 1. Has completed a structured educational program in basic radionuclide techniques
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applicable to the use of a sealed source in a therapeutic medical unit that includes:

(i) 200 hours of classroom and laboratory training in the following areas:
N Radiation physics and instrumentation;
(1 Radiation protection;

(1) Mathematics pertaining to the use and measurement of radioactivity; and
(IV) Radiation biology; and

(ii) 500 hours of work experience, under the supervision of an authorized user who
meets the requirements in this rule, Rule 0400-20-07-.26, or equivalent Agreement
State or U.S. Nuclear Regulatory Commission requirements at a medical institution
facility that is authorized to use radioactive materials in Rule 0400-20-07-.63,

involving:
U] Reviewing full calibration measurements and periodic spot-checks;
() Preparing treatment plans and calculating treatment doses and times;

(1 Using administrative controls to prevent a misadministration involving the
use of radioactive material;

(IV) Implementing emergency procedures to be followed in the event of the
abnormal operation of the medical unit or console;

(V) Checking and using survey meters; and
(VI Selecting the proper dose and how it is to be administered; and

Has completed 3 three years of supervised clinical experience in radiation therapy, under
an authorized user who meets the requirements in this rule, Rule 0400-20-07-.26, or
equivalent U.S. Nuclear Regulatory Commission or Agreement State 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 Royal College of
Physicians and Surgeons of Canada or the Cemmittee Council on Postdoctoral Training of
the American Osteopathic Association. This experience may be obtained concurrently with
the supervised work experience required by subpart 1(ii) of this subparagraph; and

Has obtained written attestation that the individual has satisfactorily completed the

requirements in of part (a)1 of this paragraph, er part4-of this-subparagraph,and-part parts
1 and 2 of this subparagraph, and subparagraph (c) of this rule-and-has-achieved-a-level

of competency-sufficientto-function-independently paragraph and is able to independently

fulfill the radiation safety-related duties as an authorized user of each type of therapeutic

med|cal unit for wh|ch the individual is requestmg authorlzed user status. The-written

umt—fe%eh%e—mdﬂﬂdw—is—reqaestmg—aumenzed—usepstatus The attestation must be

obtained from either:

(i) A preceptor authorized user who meets the requirements of this rule, Rule 0400-
20-07-.26, or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements for an authorized user for each type(s) of therapeutic medical unit for
which the individual is requesting authorized user status; or

(ii) 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 of this rule, Rule 0400-20-07-
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.26, or_equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements, for the type(s) of therapeutic medical unit for which the individual is
requesting user status, and who concurs with the attestations provided by the
Residency Review Committee of the Accreditation Council for Graduate Medical
Education, the Royal College of Physicians and Surgeons of Canada, or the
Council on Postdoctoral Training of the American Osteopathic Association and
must include training and experience specified in parts 1 and 2 of this
subparagraph; and

(c) 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.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.82 Records of Authority and Responsibilities for Radiation Protection Programs is amended by
deleting it in its entirety and substituting instead the following:

0400-20-07-.82 Records of Authority and Responsibilities for Radiation Protection Programs.

(1) A licensee shall retain a record of actions taken by the licensee’s management in accordance with
paragraph (1) of Rule 0400-20-07-.17 for & five years. The record must include a summary of the actions
taken and a signature of licensee management.

(2) A licensee shall retain a copy of both authority, duties, and responsibilities of the radiation safety officer as
required by paragraph (5) of Rule 0400-20-07-.17, and a signed copy of each radiation safety officer’s
agreement to be responsible for implementing the radiation safety program, as required by paragraph (2)
of Rule 0400-20-07-.17. The records must include the signature of the radiation safety officer and licensee
management.

(3) The minutes of each Radiation Safety Committee meeting held in accordance with paragraph (8) of Rule
0400-20-07-.17 shall include:

(a) The date of the meeting;

(b) Members present;
(c) Members absent; and
(d) Summary of deliberations and discussions.

(4) For each associate radiation safety officer appointed under paragraph (2) of Rule 0400-20-07-.17, the
licensee shall retain, for five years after the associate radiation safety officer is removed from the license,
a copy of the written document appointing the associate radiation safety officer signed by the licensee’s

management.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Rule 0400-20-07-.96 Records of Safety Instruction and Training is amended by deleting it in its entirety and
substituting instead the following:

0400-20-07-.96 Records of Safety Instruction and Training.

A licensee shall maintain a record of safety instructions and training required by Rules 0400-20-07-.45, 0400-20-
07-.54, and paragraph-{4)-of Rule 0400-20-07-.66 for 3 three years. The record must include a list of the topics
covered, the date of the instruction, the name(s) of the attendee(s), and the name(s) of the individual(s) who
provided the instruction.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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Rule 0400-20-07-.110 Records of Five-Year Inspection for Teletherapy and Gamma Stereotactic Radiosurgery
Units is amended by deleting it in its entirety and substituting instead the following:

0400-20-07-.110 Records of Five-Year Full-Inspection for Teletherapy and Gamma Stereotactic Radiosurgery

Units.

(1) A licensee shall maintain a record of the 5-year-inspections full-inspection servicing for teletherapy and
gamma stereotactic radiosurgery units required by Rule 0400-20-07-.77 for the duration of use of the unit.

(2) The record must contain:

(@)
(b)
(c)

(d)
(e)

The inspector’s radioactive materials license number;
The date of inspection;

The manufacturer’'s name and model number and serial number of both the treatment unit and
source;

A list of components inspected and serviced, and the type of service; and

The signature of the inspector.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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Chapter 0400-20-07
Use of Radionuclides in the Healing Arts

New Rule

Rule 0400-20-07-.114 Report and Notification for an Eluate Exceeding Permissible Molybdenium-99, Strontium-82,
and Strontium-85 Concentrations is added to Chapter 0400-20-07 following Rule 0400-20-07-.113 Report of a
Leaking Source to read as follows:

0400-20-07-.114 Report and Notification for an Eluate Exceeding Permissible Molybdenium-99, Strontium-82, and
Strontium-85 Concentrations

(1) The licensee shall notify by telephone the Division and the distributor of the generator within seven calendar
days after discovery that an eluate exceeded the permissible concentration listed in paragraph (1) of Rule
0400-20-07-.41 at the time of generator elution. The telephone report to the Division must include:

(@)
(b)
(c)
(d)
(e)

()

The name of the manufacturer;

The 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.

(2) By an appropriate method listed in Rule 0400-20-04-.07, the licensee shall submit a written report to the
Division within 30 calendar days after discovery of an eluate exceeding the permissible concentration at
the time of generator elution. The written report must include the:

(a)
(b)

(e)

Action taken by the licensee;
Patient dose assessment;

Methodology used to make this dose assessment if the eluate was administered to patients or
human research subjects;

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

Information in the telephone report as required by paragraph (1) of this rule.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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Chapter 0400-20-08
Radiation Safety Requirements for Industrial Radiography

Amendments

Paragraph (3) of Rule 0400-20-08-.05 Personal Radiation Safety Requirements for Radiographers and
Radiographer’s Assistants is amended by deleting it in its entirety and substituting instead the following:

(3) Personnel monitoring.

(@)

(b)

(c)

(d)

(e)

()

The licensee or registrant shall not permit any individual to act as a radiographer or a radiographer’s
assistant unless, at all times during radiographic operations, each individual wears, on the trunk of
the body, a dlrect—readlng dosimeter, an operatlng alarm ratemeter and personnel dosrmeter that

%N#I:AFL)—preeesser At permanent radrography mstallatrons where other approprlate alarmlng or
warning devices are in routine use, the wearing of an alarming ratemeter is not required.

1. Pocket dosimeters shall have a range from zero to 2 two millisieverts (200 millirems) and
shall be recharged at the start of each shift. Electronic personal dosimeters may only be
used in place of ion-chamber pocket dosimeters.

2. Each personnel dosimeter shall be assigned to and worn only by one individual.
3. Film badges shall must be replaced atperiods-notto-exceed-t-month monthly and all other

personnel d03|meters processed and evaluated by an-accredited NVLAP processor shall

that require replacement must be replaced
at least quarterly. All personnel dosimeters must be evaluated at least quarterly or promptly
after replacement, whichever is more frequently.

Direct reading dosimeters such as pocket dosimeters or electronic personal dosimeters shall be
read and the exposures recorded at the beginning and end of each shift. In accordance with Rule
0400-20-08-.15, the licensee or registrant shall maintain each record of these exposures for
inspection by the Division for 3 three years after the record is made.

Pocket dosimeters, or electronic personal dosimeters, shall be checked at periods not to exceed
12 months for correct response to radiation. Acceptable dosimeters shall read within plus or minus
20 percent of the true radiation exposure. In accordance with Rule 0400-20-08-.15, the licensee or
registrant shall maintain each record of these exposures for inspection by the Division for 3 three
years after the record is made.

If an individual’s pocket chamber is found to be off-scale, or if his or her electronic personal
dosimeter reads greater than 2 two millisieverts (200 millirems), and the possibility of radiation
exposure cannot be ruled out as the cause, the individual’'s personnel dosimeter shall be sent for
processing and evaluation within 24 hours. For personnel dosimeters that do not require
processing, evaluation of the dosimeter must be started within 24 hours. In addition, the individual
may not resume work associated with licensed material use until a determination of the individual’s
radiation expesure dose has been made. This determination shall be made by the RSO or the
RSO’s designee. The results of this determination shall be included in the records maintained in
accordance with Rule 0400-20-08-.15.

If the personnel dosimeter thatis required by subparagraph (a) of this paragraph is lost or damaged,
the worker shall cease work immediately until a replacement personnel dosimeter meeting the
requirements in of subparagraph (a) of this paragraph is provided and the exposure is calculated
for the time period from issuance to loss or damage of the personnel dosimeter. The results of the
calculated exposure and the period for which the personnel dosimeter was lost or damaged shall
be included in the records maintained in accordance with Rule 0400-20-08-.15.

Dosimetry re
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retained-for-inspection-by-the-Divisien results must be retained in accordance with Rule 0400-20-

08-.15.

(9) Each alarm ratemeter shall:

1.

Be checked to ensure that the alarm functions properly (sounds) before using at the start
of each shift;

Be set to give an alarm signal at a preset dose rate of 5 five mSv/hr (500 mrem/hr); with
an accuracy of plus or minus 20 percent of the true radiation dose rate;

Require special means to change the preset alarm function; and
Be calibrated at periods not to exceed 12 months for correct response to radiation. The

licensee shall maintain records of alarm ratemeter calibrations in accordance with Rule
0400-20-08-.15.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Subparagraph (c) of paragraph (2) of Rule 0400-20-08-.12 Reporting Requirements is amended by deleting it in its
entirety and substituting instead the following:

(c) Manufacturer and model number of equipment involved in the incident as well as activity, model,
and serial number of source (if applicable).

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Subparagraph (b) of paragraph (1) of Rule 0400-20-08-.15 Recordkeeping Requirements is amended by deleting
it in its entirety and substituting instead the following:

(b) Each licensee and registrant shall also maintain copies of the following documents and records
sufficient to demonstrate compliance at each applicable field station and each temporary jobsite;:

1.

2.
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The license or registration authorizing the use of licensed material or registered equipment;
A copy of “State Regulations for Protection Against Radiation;”

Utilization records for each radiographic exposure device dispatched from that location as
required by paragraph (7) of Rule 0400-20-08-.04-;

Records of equipment problems identified in daily checks of equipment as required by
paragraph (8) of Rule 0400-20-08-.04. The licensee or registrant shall maintain each record
for 3 three years after it is made. The record shall include the date of check or inspection,
name of inspector, equipment involved, any problems found, and what repair and/or
maintenance, if any, was done:;

Records of alarm system and entrance control checks required by paragraph (9) of Rule
0400-20-08-.04, if applicable. The licensee or registrant shall maintain each record for 3
three years after it is made:;

Records of direct reading dosimeters such as pocket dosimeter and/or electronic personal
dosimeters readings as required by paragraph (3) of Rule 0400-20-08-.05. The licensee or
registrant shall maintain each record for 3 three years after it is made:;

Records of dosimetry reports received-from-the-accredited-NVLAP personnel-dosimeter
processer as required by paragraph (3) of Rule 0400-20-08-.05. The licensee or registrant
shall maintain each record until the Division terminates the license or registration-;

Operating and emergency procedures required by paragraph (2) of Rule 0400-20-08-.05.
The licensee or registrant shall maintain a copy of current operating and emergency
procedures until the Division terminates the license or registration. Superceded

55 RDA 1693



10.

1.

12.

13.

14.

Superseded material shall be retained for 3 three years after the change is made:;

Evidence of the latest calibration of the radiation survey instruments in use at the site, as
required by paragraph (4) of Rule 0400-20-08-.04. The licensee or registrant shall maintain
each record for 3 three years after it is made:;

Evidence of the latest calibrations of alarm ratemeters and operability checks of pocket
dosimeters and/or electronic personal dosimeters as required by paragraph (3) of Rule
0400-20-08-.05. The licensee or registrant shall maintain each record for 3 three years
after it is made:;

Latest survey records required by paragraph (4) of Rule 0400-20-08-.06. The licensee or
registrant shall maintain the record of each exposure device survey conducted before the
device is placed in storage, if that survey is the last one performed in the workday, for 3
three years after it is made:;

The shipping papers for the transportation of radioactive materials required by Chapter
0400-20-10<;

When operating under reciprocity pursuant to Rule 0400-20-10-.29, a copy of the
Agreement State license authorizing the use of licensed materials; and

Records of estimates of exposures because of off-scale personal direct reading dosimeters
or of lost or damaged personnel dosimeters until the Division terminates the license or
registration.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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Chapter 0400-20-10
Licensing and Registration

Amendments

Paragraph (10) of Rule 0400-20-10-.13 Special Requirements for Issuance of Specific Licenses is amended by
deleting it in its entirety and substituting instead the following:

(10) Manufacture, preparation, or transfer for commercial distribution of radiopharmaceuticals containing
radioactive material for medical use.

(@)

(b)

SS-7037 (March 2020)

An application for a specific license to manufacture, prepare, or transfer for commercial distribution
radiopharmaceuticals containing radioactive material for use by persons authorized pursuant to
Chapter 0400-20-07 will be approved if:

1.

2.

The applicant satisfies the general requirements specified-in of Rule 0400-20-10-.12;

The applicant submits evidence that the applicant is at least one of the following:

(i)

(i)
(iii)
(iv)
(v)

Registered or licensed with the U.S. Food and Drug Administration (FDA) as the
owner or operator of a drug establishment that engages in the manufacture,
preparation, propagation, compounding, or processing of a drug under 21 CER

C.F.R. § 207.20(a);

Registered or licensed with a state agency as a drug manufacturer;
Licensed as a pharmacy by the Tennessee Board of Pharmacy;
Operating as a nuclear pharmacy within a Federal medical institution; or

A Positron Emission Tomography (PET) drug production facility registered with a
state agency.

The applicant submits information on the radionuclide; chemical and physical form;
packaging including maximum activity per vial, syringe, generator, or other container of the
radioactive drug; and shielding provided by the packaging of the radioactive material for
safe handling and storage of radiopharmaceuticals by medical use licensees; and

The applicant satisfies commits to the following labeling requirements:

(i)

(ii)

A 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.

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.

A licensee described by subpart (a)2(iii) of this paragraph:

1.

May prepare radiopharmaceuticals for medical use, as defined in Rule 0400-20-07-.05,
provided that the radiopharmaceuticals are prepared by either an authorized nuclear
pharmacist, as specified in parts 2 and 4 of this subparagraph, or an individual under the
supervision of an authorized nuclear pharmacist as specified in Rule 0400-20-07-.19.

57 RDA 1693



May allow a pharmacist to work as an authorized nuclear pharmacist if:

(i) This individual qualifies as an authorized nuclear pharmacist as defined in Rule
0400-20-07-.05,

(ii) This individual meets the requirements specified in paragraph (2) of Rule 0400-20-
07-.25 and Rule 0400-20-07-.27, and the licensee has received an approved
license amendment identifying this individual as an authorized nuclear pharmacist;
or

(iii) This individual is designated as an authorized nuclear pharmacist in accordance
with part 4 of this subparagraph.

3. Fhe May take the actions authorized in parts 1 and 2 of this subparagraph are-permitted-in
spite-of notwithstanding more restrictive language in license conditions.

4, May designate a pharmacist (as defined in Rule 0400-20-07-.05) as an authorized nuclear
pharmacist ifi)}-The the individual was a nuclear pharmacist at a Government agency or
Federally recognized Indian Tribe before November 30, 2007, or at all other pharmacies
before August 8, 2009, or an earlier date as noticed by the NRC.

5. Shall provide to the Division a copy of each individual’s:

(i) Certification by a specialty board whose certification process has been recognized
by the Division, U.S. Nuclear Regulatory Commission, or an Agreement State as
specmed in paragraph (1) of Rule 0400 20-07- 25—M¢h—the—v\+mten—attesta{+en

(ii) The Division, U.S. Nuclear Regulatory Commission, or other Agreement State
license; or

(iii) NRC U.S. Nuclear Regulatory Commission master materials licensee permit; or

(iv) The permit issued by a licensee or NRG U.S. Nuclear Regulatory Commission
master materials permittee of broad scope or the authorization from a commercial
nuclear pharmacy authorized to list its own authorization nuclear pharmacist; or

(v) Documentation that only accelerator-produced radioactive materials were used in
the practice of nuclear pharmacy at a Government agency or Federally recognized
Indian Tribe before November 30, 2007, or at all other locations of use before
August 8, 2009, or an earlier date as noticed by the NRC U.S. Nuclear Regulatory
Commission; and

(vi) A copy of the state pharmacy licensure or registration; no later than 30 days after
the date that the licensee allows; the individual to work as an authorized nuclear
pharmacist under subparts 2(i) and (ii) of this subparagraph.

(c) A licensee shall possess and use instrumentation to measure the radioactivity of radioactive drugs.

The licensee shall have procedures for use of the instrumentation. The licensee shall measure by
direct measurement or by combination of measurements and calculations; the amount of
radioactivity in dosages of alpha—, beta—, or photon—emitting radioactive drugs before transfer for
commercial distribution. In addition, the licensee shall:

1.

SS-7037 (March 2020)

Perform tests before initial use, periodically and following repair; on each instrument for
accuracy, linearity, and geometry dependence, as appropriate for the use of the
instrument;, and make adjustments when necessary; and

Check each instrument for constancy and proper operation at the beginning of each day of
use.

58 RDA 1693



(d) A licensee shall satisfy the labeling requirements of part (a)4 of this paragraph.

{&h(e) Nothing in this rule relieves the licensee from complying with applicable FDA, other federal, and
other state requirements governing radioactive drugs.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Paragraph (6) of Rule 0400-20-10-.16 Specific Terms and Conditions of Licenses is amended by deleting it in its
entirety and substituting instead the following:

(6) 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 Rule 0400-20-07-.41. The licensee shall record the results of each test and retain each record for 3
three years after the record is made. The licensee shall report the results of any test that exceeds the
permissible concentration listed in paragraph (1) of Rule 0400-20-07-.41 at the time of generator elution, in
accordance with Rule 0400-20-07-.114.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Subparagraph (b) of paragraph (5) of Rule 0400-20-10-.27 Inspections is amended by deleting it in its entirety and
substituting instead the following:

(b) The qualified individual performing the inspection shall record the results of the inspection on
evaluation forms provided by the Division, one form for each facility plus an appropriate form, or
forms, for each piece of equipment. The evaluation forms shall describe the compliance status of
the faC|I|ty and equment— as it exists at the time of the |nspect|on Ihe—DMswn—\wH—aeeept

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
Rule 0400-20-10-.27 Inspections is amended by adding a new paragraph (6) to read as follows:

(6) A regqistrant who has previously employed inspection services of reqistered individuals, other than
employees of the Division, as authorized by paragraph (4) of Rule 0400-20-10-.27, chooses to discontinue
those services, the registrant shall notify the Division 90 days prior to the end of the respective inspection
cycle. Should the registrant fail to notify the Division within this time frame, a penalty consistent with T.C.A.
§ 68-202-212(b) may be assessed.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Subpart (iii) of part 2 of subparagraph (b) of paragraph (7) of Rule 0400-20-10-.30 Packaging and Transportation
of Radioactive Material is amended by deleting it in its entirety and substituting instead the following:

(iii) Submit in writing before the first use of the package to: ATTN: Document Control

Desk, Director, Division of Spent Fuel Storage-and-Transpertation Management,

Office of Nuclear Material Safety and Safeguards, using an appropriate method
listed in 10 GFR C.F.R. § 71.1(a), the licensee’s name and license number and the
package identification number specified in the package approval.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Subparagraph (c) of paragraph (21) of Rule 0400-20-10-.30 Packaging and Transportation of Radioactive Material
is amended by deleting it in its entirety and substituting instead the following:

(c) Procedures for submitting advance notification.

1. The notification shall be made in writing to the office of each appropriate governor or
governor's designee, the office of each appropriate Tribal official or Tribal official’s
designee, and-te the Director, Division of Radiological Health, and to the Director, Office of
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Nuclear Security and Incident Response, U.S. Nuclear Regulatory Commission.

A notification delivered by mail shall be postmarked at least 7 seven days before the
beginning of the Z seven-day period during which departure of the shipment is estimated
to occur.

A notification delivered by any other means than mail shall reach the office of the governor,
or of the governor’'s designee, er the Tribal official or Tribal official’'s designee, and ef the
Director, Division of Radiological Health, at least-4- four days before the beginning of the 7
seven-day period during which departure of the shipment is estimated to occur.

(i)

(ii) Contact information for each state, including telephone and mailing addresses of
governors and governors’ designees, and participating Tribes, including telephone
and mailing addresses of Tribal officials and Tribal officials’ designees, is available
on the NRC Web site at: hitps://scp.nrc.gov/special/designee.pdf.

(iii) A list of the names and mailing addresses of the governors’ designees and Tribal
officials’ de3|gnees of part|C|pat|ng Tribes i |s avallable on request from the D|rector
D|V|S|on of

Matenals Safety, Securlty,

State, and Tribal Programs, Office of Nuclear Material Safety and Safeguards, U.S.
Nuclear Regulatory Commission, Washington, DC 20555-0001.

(iv) The licensee shall retain a copy of the notification as a record for 3 three years.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Subparagraph (c) of paragraph (5) of Rule 0400-20-10-.31 Fees for Licenses is amended by deleting it in its entirety
and substituting instead the following:

(c) Upon receipt of an application, the Division must examine it to insure ensure that it is complete and
advise the applicant in writing of its findings via eertified electronic mail. 66 Sixty days will be
allowed for the initial and each subsequent review per part 3 of this subparagraph.

1.
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If an application is determined to be incomplete, the Division must notify the applicant in
writing via eertified electronic mail of the finding with a brief explanation of the deficiencies.
The application filing fee shall be retained by the Division.

After receiving notice from the Division that the application was incomplete, the applicant
shall have 180 calendar days to correct the deficiencies. If properly corrected, the
application will be processed and no additional application fee is required, except for the
possibility of those above Category 8. If the deficiencies are not corrected within the 480
day 180-day correction period, the fee will be forfeited in its entirety to the Division with no
further action taken on the application by the Division. If the applicant re-applies, a new
application fee must be paid in full.

Upon receipt of a corrected application revised pursuant to part 1 or 2 of this subparagraph,
the Division shall re-evaluate the application and notify the applicant of its finding as to
whether er-net the deficiencies in the application have been completed corrected. The
same procedure to notify an applicant as to whether erneot the application is complete will
follow the requirements specified by this subparagraph, with the exception being that the
180-day 180-day correction period begins from the receipt of the initial application - not
receipt of the revised application.

Any person possessing licensable quantities of unlicensed radioactive material during the
review of an application for a license for the radioactive material shall be in violation of Rule
0400-20-10-.02.

60 RDA 1693


https://scp.nrc.gov/special/designee.pdf

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

10-.34 Supplemental Fees for Calendar Year 2013 is amended by deleting it in its entirety and

substituting instead the following:

Rule 0400-20

0400-20-10-.34 Supplemental-FeesforCalendarYear2013 Reserved.
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Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

The specific activity for the symbol of radionuclide “Sm-147” under the units (TBq/g) in Table A-1—A1 and A2
VALUES FOR RADIONUCLIDES that follows subparagraph (b) of paragraph (5) of Rule 0400-20-10-.38 Appendix-
- Schedules is amended by deleting the value “8.5X10-"" and substituting in its place the value “8.5X10-1%"; so that
as amended the entry for “Sm-147” shall read as follows:

Specific activit
e o e A (TBO) AR Ae(TBQ) Ay :
onuct ey (TBa/g)  |(Cilg)
85”494
Sm-147 Unlimited Unlimited Unlimited | Unlimited 8.5x10'1° 2.3X108

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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Chapter 0400-20-12
Radiation Safety Requirements for Well Logging

Amendments

Paragraph (1) of Rule 0400-20-12-.20 Personnel Monitoring is amended by deleting it in its entirety and
substituting instead the following:

(1) The licensee or registrant shall not permit an individual to act as a logging supervisor or logging assistant
unless that person wears; a personnel dosimeter at aII t|mes during the handllng of seuree&eﬁmdmrenﬁa

ngram%N\#&AR}preeesser Ilcensed rad|oact|ve materlals Each personnel d03|meter shall be aSS|gned
to and worn by only one individual. Film badges shall be replaced at least monthly and other personnel
dosimeters that require replacement must be replaced at least quarterly. Afterreplacement-each-personnel
dosimeter-shall-be-promptly processed All personnel dosimeters must be evaluated at least quarterly, or

promptly after replacement, whichever is more frequent.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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Chapter 0400-20-13

Physical Protection of Category 1 and Category 2 Quantities of Radioactive Material

Amendments

Part 2 of subparagraph (b) of paragraph (2) of Rule 0400-20-13-.02 Background Investigations and Access
Authorization Program is amended by deleting it in its entirety and substituting instead the following:

2.

Each licensee shall name one or more individuals to be reviewing officials. After completing
the background investigation on the reviewing official, the licensee shall provide under oath
or affirmation, a certification that the reviewing official is deemed trustworthy and reliable
by the licensee to the ATTN: Director, Tennessee Division of Radiological Health at the
address prescribed in Rule 0400-20-04-.07. The fingerprints of the named reviewing official
must be taken by a law enforcement agency, federal or state agencies that provide
fingerprinting services to the public, or commercial fingerprinting services authorized by a
state to take fingerprints. The licensee shall recertify that the reviewing official is deemed
trustworthy and reliable every ten years in accordance with subparagraph (3)(c) of this rule.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Subparagraph (c) of paragraph (4) of Rule 0400-20-13-.02 Background Investigations and Access Authorization
Program is amended by deleting it in its entirety and substituting instead the following:

(c) Procedures for processing of fingerprint checks.

1.

For the purpose of complying with this chapter, licensees shall use an appropriate method
listed in 10 CER C.F.R. § 37.7 to submit to the U.S. Nuclear Regulatory Commission,
Director, Division of Facilities and Security, 11545 Rockville Pike, ATTN: Criminal History
Program/Mail Stop FA/B-05B32M T-07D04M, Rockville, Maryland 20852, one completed,
legible standard fingerprint card (Form FD-258, ORIMDNRCOOQOOZ), electronic fingerprint
scan or, where practicable, other fingerprint record for each individual requiring unescorted
access to category 1 or category 2 quantities of radioactive material. Copies of these forms

may be obtained by W%O%&MM%HWM@%A@—N&W

emmHeE@RMSReseur—ee@megev ema|I|nq MAILSVS Resource@nrc gov. Gmdance on

submitting electronic fingerprints can be found at hitp/wwwnre.govisite-helple-
submittals-htmi https://www.nrc.gov/security/chp.html.

Fees for the processing of fingerprint checks are due upon application. Licensees shall
submit payment with the application for the processing of fingerprints through corporate
check, certified check, cashier’s check, money order, or electronic payment, made payable
to “U.S. NRC.” (For guidance on making electronic payments, contact the SecurityBranch;
Division-ofFacilities-and-Security-at 304-492-3534 Division of Physical and Cyber Security

Policy by e-mailing Crimhist.Resource@nrc.gov.) Combined payment for multiple

applications is acceptable. The Commission publishes the amount of the fingerprint check
apphcatlon fee on the NRC S publ|c Web S|te (To fmd the current fee amount, go to the

Llcensee
Criminal History Records Checks & Firearms Background Check information page at
https//www.nrc.gov/security/chp.html and see the link for How do | determine how much to
pay for the request?.)

The Commission will forward to the submitting licensee all data received from the FBIl as a
result of the licensee’s application(s) for criminal history records checks.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Subparagraph (d) of paragraph (2) of Rule 0400-20-13-.03 Physical Protection Requirements During Use is
amended by deleting it in its entirety and substituting instead the following:
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(d) Protection of information.

1.

SS-7037 (March 2020)

Licensees authorized to possess category 1 or category 2 quantities of radioactive material
shall limit access to and unauthorized disclosure of their security plan, implementing
procedures, and the list of individuals that have been approved for unescorted access.

Efforts to limit access shall include the development, implementation, and maintenance of
written policies and procedures for controlling access to, and for proper handling and
protection against unauthorized disclosure of, the security plan and implementing
procedures _and the list of individuals who have been approved for unescorted access.

Before granting an individual access to the security plan, er implementing procedures, or
the list of individuals who have been approved for unescorted access, licensees shall:

(i) Evaluate an individual’s need to know the security plan, er implementing
procedures, or the list of individuals who have been approved for unescorted
access; and

(ii) If the individual has not been authorized for unescorted access to category 1 or

category 2 quantities of radioactive material, safeguards information, or
safeguards information-modified handling, the licensee must complete a
background investigation to determine the individual’s trustworthiness and
reliability. A trustworthiness and reliability determination shall be conducted by the
reviewing official and shall include the background investigation elements
contained in parts (3)(a)2 through 7 of Rule 0400-20-13-.02.

Licensees need not subject the following individuals to the background investigation
elements for protection of information:

(i) The categories of individuals listed in parts (5)(a)1 through 13 of Rule 0400-20-13-
.02; or

(ii) Security service provider employees, provided written verification that the
employee has been determined to be trustworthy and reliable, by the required
background investigation in parts (3)(a)2 through 7 of Rule 0400-20-13-.02, has
been provided by the security service provider.

The licensee shall document the basis for concluding that an individual is trustworthy and
reliable and should be granted access to the security plan, er implementing procedures, or
the list of individuals who have been approved for unescorted access.

Licensees shall maintain a list of persons currently approved for access to the security
plan, er implementing procedures, or the list of individuals who have been approved for
unescorted access. When a licensee determines that a person no longer needs access to
the security plan, er implementing procedures, or the list of individuals who have been
approved for unescorted access or no longer meets the access authorization requirements
for access to the information, the licensee shall remove the person from the approved list
as soon as possible, but no later than 7 seven working days, and take prompt measures
to ensure that the individual is unable to obtain the security plan, er implementing
procedures, or the list of individuals who have been approved for unescorted access.

When not in use, the licensee shall store its security plan, ard implementing procedures,
and the list of individuals who have been approved for unescorted access in a manner to
prevent unauthorized access. Information stored in nonremovable electronic form must be
password protected.

The licensee shall retain as a record for 3 three years after the document is no longer
needed:

(i) A copy of the information protection procedures; and
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(ii) The list of individuals approved for access to the security plan, er implementing
procedures, or the list of individuals who have been approved for unescorted
access.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

Part 1 of subparagraph (a) of paragraph (4) of Rule 0400-20-13-.04 Physical Protection in Transit is amended by
deleting it in its entirety and substituting instead the following:

The notification must be made to the Division and to the office of each appropriate governor
or governor's designee. The contact information, including telephone and mailing
addresses, of governors and governors’ designees, is available on the NRC U.S. Nuclear
Requlatory Comm|33|on s Web S|te at https://scp.nrc. gov/speC|aI/deS|gnee pdf M&eﬂhe

Q H D oV Notlflcatlons to the D|V|S|on
should be in accordance W|th the methods set out in Rule 0400-20-04-.07.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
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| certify that the information included in this filing is an accurate and complete representation of the intent and
scope of rulemaking proposed by the agency.

Date: July 12, 2023

Signature:

Name of Officer: Beth Shelton

Title of Officer: Director of the Division of Radiological Health

Department of State Use Only

Filed with the Department of State on:

Tre Hargett
Secretary of State
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