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! Chapter Number

Chapter Fitie
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Of J5 4 faor 5

0400-20-07

Use of Radionuclides in the Healing Arts

Rule Number . Rule Title . e
0400-20-07-.01 Purpose

(0400-20-07-.02 Scope

0400-20-07-03 | Reserved -
0400-20-07-.04 Reserved

- 0400-20-07-.05 Definitions

0400-20-07-.06

Other Federai and Slate Fieqmremenfs

0400-20-07-.07

0400-20-07-.08

, Mamtenance of Records

0400-20-07-.09

implementation

0400-20-07-.10

License Required

0400-20-07-.11

Application for License, Amendment, or Renewal

0400-20-07-.12

0400-20-07-.13

Reserved
Ltcense Amendment

0400-20-07-14

| Notification

- 0400-20-07-.15
0400-20-07-.16

Exemptions Regarding Specific Lacenses of Broad Scope

0400-20-07-.17

Authority and Responsibilities for the Radiation Protection Programs

0400-20-07-.18

Radiation Protection Program Changes

0400-20-07-.19

Supervision

0400-20-07-.20

© Written Directives
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" 0400-20-07-.21

Procedures for Administrations Requmng a Written |

0400-20-07-.22

0400-20-07-.23

0400-20-07-.24

‘Training for Radiation Safety Officer

Suppliers for Sealed Sources or Devices for Medical Use

Training for an Authorized Medical Physicist

0400-20-07-.25

Training for an Authorized Nuclear Pharmacist

'0400-20-07-.26

. Authorized User, and Nuclear Pharmacist

Training for Experienced Radiation Safety Officer, Teletherapy or Medical Physicist,

0400 -20- 07-.27

" Recentness of Training

- 0400-20-07-.28

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

| Calibration of Survey Instruments

Possession, Use, and Calibration of instruments Used to Measure the Activity of Unsealed
Radioactive Material

 Determination of Dosages of Unsealed Radioactive Material for Medical Use

0400-20-07-.31

~ Authorization for Calibration, Transmission, and Reference Sources

| 0400-20-07-32

- 0400-20-07-.33

Requirements 1 for Possession of Sealed Sources and Brachytherapy ¢ Sources
Labeling of Vials and Syringes

0400-20-07-.34

0400-20-07-35

0400-20-07- 36

Surveys of Ambient Radiation Dose Rate and Conlaminatlon

Release of Individuals Containing Radioactive Drugs or Implants

Provision of Mobile Medical Service

0400-20-07-.37

0400-20-07-.38

0400-20-07-.39

| Use of Unsealed Radioactive Material for Uptake, Dilution, and Excretion Studies for Which

Decay-in-Storage

a Written Directive is Not Required

Training for Uptake, Dilution, and Excretlon Studies

0400-20-07-.40

- Use of Unsealed Radioactive Material for imaging and Localization Studies for Whicha
- Written Directive is Not Required

0400-20-07-.41

0400-20-07-.42

| Reserved

Radioactive Contaminants

- 0400-20-07-.43

Trammg for Imaging and Localization Studies

0400-20-07-.44

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

0400-20-07-.45

Safety instruction

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

Safety Precautions

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

Required

0400-20-07-.48

Training for the Oral Administration of Sodium lodine I-131 Requiring a Wrilten Directive in
Quantities Less Than or Equal to 1.22 Gigabecguerels (33 Millicurries)

0400-20-07-.49

" Training for the Oral Administration of Sodium lodine 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
- 0400-20-07- 52

Surveys After Source Implant and Removal

| 0400-20-07-.53

Brachytherapy Source Accountability

0400-20-07-.54

Safety Inslruction

0400 20 07 .55

Safety Precautlons for Patients or Human Research Subjects Receiving Brachytherapy

0400-20-07-.56

0400-20-07-.57

Decay of Strontium-90 Sources for Ophthalmic Treatments

0400-20-07-.58

| 0400-20-07-.59

aed Computer Syslems
Training for Use of Manual Brachytherapy Sources

0400-20-07-.60

_0400-20-07-.61

Training for Ophthalmic Use of Strontium-80
Use of Sealed Sources for Diagnosis

0400-20-07-.62

| Training for Use of Sealed Sources for Diagnosis

0400-20-07-.63

Use of a Sealed Source in a Remole Afterloader Uinit, Teletherapy Unit, or Gamma
Stereotactic Radiosurgery Unit

0400-20-07-.64

Surveys of Patients and Human Research Subjects Treated With a Remote Afterloader
Unit

0400-20-07-.65

installation, Maintenance, Adjustment and Repair

0400-20-07-.66

SS 7039 (July 2010)

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

Stereotactic Radiosurgery Units

0400-20-07-.68

Doalmetry Equapment

0400-20-07- .69

0400-20-07-.70

0400-20-07-.71

0400-20-07-.72

- 0400-20-07-.73

'Perlodm ‘Spot-Checks for Teletherapy Units

Periodic Spot-Checks for Remote Afterloader Units

' 0400-20-07-.74
0400-20-07-.75

Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units

0400-20- 07 76

| Radiation Surveys

Additional Technical Requirements for Mobile Remote Afterloader Units

0400-20-07-.77

'0400-20-07-.78

0400-20-07-.79

'_Therapy Related Computer Systems

Five-Year Inspection for Teletherapy and Gamma Stereotactic Radiosurgery Units

0400-20-07-.80

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

"Records of Authority and Responsi

terial or Radiation from Radioaclive Material
es for Radiation Protectlon Programs

Other Medical Uses of Radtoactwe

0400-20-07-.83

" "Records of Radiation Protection Program Changes

0400-20-07-.84

Records of Written Directives

0400-20-07-.85

Reserved

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

Reserved

“Records of Galibrations of Instruments Used to Measure the Activity of Unsealed

Radiocactive Material

0400-20-07-.88

Records of Radiation Survey Instrument Calibrations

0400-20-07-.89

Records of Dosages of Unsealed Radioactive Material for Medical Use

| 0400-20-07-.90

"0400-20-07-.91

Heserved

0400-20-07-.92

Records of the Release of Individuals Containing Unsealed Radioactive Material or
Implants Containing Radioactive Material

0400-20-07-.93

Records of Administrative and Technical Requirements That Apply to the Prowsuons of
Mobile Services

0400-20-07-.94

Records of Decay-in- Storage

0400-20-07-.95

Records of Radionuclide Contaminants

0400-20-07-.96

0400-20-07-.97

Records of Safety Instruction and Training
Records of Radiation Surveys of Patients and Human Research Sub;ects

(400-20-07-.98

Records of Brachytherapy Source Accountab|!ity

| 0400-20-07-.99

0400-20-07-.100

Records of Decay of Strontium- 90 Sources for Ophthalmnc Treatments

0400-20-67-.101

Records of lnstailatlon Maintenance , Adjustment and Repalr of Remote Afterloader

10400-20-07-.102

Records of Safety Procedures

0400-20-07-.103

Records of Dosimetry Equipment

0400-20-07-.104

0400-20-07-.105

Records of Teletherapy, Remote Afterloader, and Gamma Stereotactic Radiosurgery Full
Calibrations

Records of Periodic Spot -Ghecks for Teletherapy Units

0400-20-07-.106

Records of Peraodlc Spot -Checks for Remole Afterloader UnEts

0400-20-07-.107

0400-20-07-.108

Records of Additional Techmcal Regquirements for Mobile Remote Afterloader Units

0400-20-07-.109

Records of Surveys of Therapeutlc Treatment Units

| 0400-20-07-.110

0400-20-07-.111

“Unils

Records of Five-Year Inspection for Teletherapy and Gamma Stereotactic Rad:osurgery

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

0400-20-07-.112

Report of a Leaking Source

Report of Procedures for Administrations Requiring a Written Direclive
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Chapter Number |

Chapter Title

1200-02-07-.06

1200-02-07 ~ Use of Radionuclides in the Healing Arts
Rule Number  Rule Title )
1200-02-07-.01 Pupose
1200-02-07-.02 Scope
| 1200-02-07-.03_ : Repealed_ e
1200-02-07-.04 Repegled
1200-02-07-.05 Detinitions

| Other Federal and State Requirements

- 1200-02-07-.07

| Provisions for the Protection of Human Research Subjects

| 1200-02-07-.08

“Maintenance of Records

| 1200-02-07-.09

Implementallon e e

1200-02-07-.10

License Required

- 1200-02-07-.11
1200-02-07-.12

Appiicalion for License, Amendment, or Renewal
Reserved

1200-02-07-.13

License Amendment

1200-02-07-.14

_ Notitication

1200-02-07-.15

1200-02-07-.16 | License Issuance and Specific Exemptions

Exemptions Regarding Specific Licenses of Broad Scope

1200-02-07-.17

_ Authority and Responsibilities for the Radiation Protection Programs

1200-02-07-.18

__Radiation Protection Program Changes

1200-02-07-.19

Supervision

1200-02-07-.20

1200-02-07-21

Written Directives
Procedures for Administrations F{equmng a ertten Dnrectlve S

4 500.02-07- 22

Suppliers for Sealed Sources or Devices for Medical Use

L 1200-02-07-.23

+ Training for Radiation Safety Officer

1200-02-07-.25

1200-02-07-.24

Training for an Authorized Medical Physicist
Training for an Authorized Nuclear Pharmacist

1200-02-07-.26

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

1200-02-07-.27

Recentness of Training

1200-02-07-.28

Possession, Use, and Calibration of Instruments Used to Measure the Activity of Unsealed
Radioactive Material

' 1200-02-07-.29

Calibration of Survey Instruments

1200-02-07-.30

Determinalion of Dosages of Unsealed Radnoactwe ‘Material for Medical Use

1200-02-67-.31

Authorization for Calibration, Transmlssmn and Reference Sources

1200-02-07-.32

1200-02-07-.33
1200-02-07-.34

“Labeling of Vials and Syringes

Reguirements for Possession of Sealed Sources and Brachytherapy Sources

Surveys of Ambient Radiation Dose Rate and Contamination

1200-02-07-.35

Release of ndividuals Containing Radioactive Drugs or Implants

1200-02-07-.36

Provision of Mobite Medical Service

1200-02-07-.37

Decay-in-Storage

1200-02-07-.38

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

1200-02-07-.39

Training for Uptake, Dilution, and Excretion Studles e

1200-02-07-.40

Use of Unsealed Radioactive Material for imaging and Localization Studies for Which a
Writlen Directive is Not Required

1200-02-07-.42

Radioactive Contaminanls

1200-02-07-41

Reserved

1200-02-07-.43

Use of Unsealed Radioactive Material foﬁrWhneh,aWri,tﬁten Directive is Required

'1200-02-07-.44
1200-02-07-.45

Safety instruction

1200-02-07-.46

Safely Precautions

1200-02-07-.47

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

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

' $5-7039 (July 2010)
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1200-02-07-.49

Training for the Oral Administration of Sodium lodine 1131 Requiring a Written Directive in
Quantities Greater Than 1.22 Gigabecquerels (33 Millicurriesy

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

. 1200-02-07-.52

1200-02:07-51 ;.
Surveys After Source Implant and Removal

Use of Sealed Sources for Manual Brachytherapy

1200-02-07-.53
1200- 02 07 .54

Brachytherapy Source Accountability

_ | Safety Instruction
1200-02-07-.55

Safety Precautlons for Patients or Human Research Subjects Recewlng Brachy1herapy

1200-02-07-.56

Calibration Measurement of Brachytherapy Sources

1200-02-07-.57

Decay of Strontium- 90 Sources for Ophthalmlc Treatments

1200-02-07-.58

Therapy-Related Computer Systems _____________________

1200-02-07-.59

1200-02-07-.61

- 1200-02-07-.60

Training for Use of Manual Brachytherapy Sources o -
Training | for Ophthalm:c Use of Strontium-90
Use of Sealed Sources for Diagnosis

1200-02-07-.62

Training for Use of Sealed Sources for Diagnosis_

1200-02-07-.63

. 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

1200-02-07-.65

Installation, Maintenance, Adjustment and Repair

1200-02-07-.66

1200-02-07-.67 |
| Stereotactic Radiosurgery Units

Safely Procedures and Instructions for Remote Afterioader Units, Teletherapy Units and
Gamma Stereotactic Radiosurgery Units o
Safety Precautions for Remote Afterloader Units, Teletherapy Units, and Gamma

1200-02-07-.68

1200-02-07-.69
1200-02-07-.70

Dosimetry Equipment

Full Calibration Measurements on Teletherapy Units

Full Calibration Measurements on Remote Afterloader Units

1200-02-07-.71

1500.0007- 70

'Full Calibration Measurements on Gamma Stereotactic Radiosurgery Units
Periodic Spot-Checks for Teletherapy Units

1200-02-07-.73

Periodic Spot-Checks for Remote Afterloader Units

1200-02-07-.74

Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units

1200-02-07-.76

| 1200-02-07-75

Additional Technical Requirements for Mobile Remote Afterloader Units

Radiation Surveys

1200-02-07-.77

Five-Year Inspection for Teletherapy and Gamma Stereolactic Radiosurgery Units

1200-02-07-.78

Therapy-Related Computer Systems

1200-02-07-.79 | Reserved
1200-02-07-.80 Training for Use of Remote Alterloader Units, Teletherapy Units, and Gamma Stereotactic
Radiosurgery Units

1200-02-07-.81

Other Medical Uses of Radioactive Material or Radiation from Radioactive Material

1200-02-07-.82

Records of Aulhorsty and Responmbllltles for Radiation Protection Programs

1200-02-07-.84

1200-02-07-.83

Records of Written Directives

1200-02-07-.85

1200-02-07-.87

. 1200-02-07-.86 | Reserved

Reserved

Records of Calibrations of Instruments Used to Measure the Activity of Unsealed
Radioactive Matena}

1200-02-07-.88

1200-02-07-.89

Records of Dosages of Unsealed Radioactive Material for Medical Use

1200-02-07-.90

Reserved

1200-02-07-.91
1200-02-07-.92

- Records of Surveys for Ambient Radiation Exposure P

1200-02-07-.93

Records of the Release of Individuals Conlamlng Unsealed Radioactive Material or
Implants Containing Radioactive Material
Records of Administrative and Technical Requwements That Apply 1o the Provisions of
Mobile Services

1200-02-07-.94 |

Records of Decay-in-Storage

1200-02-07-.95

Records of Radionuclide Contaminants

$5-7039 (July 2010)
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1200-02-07-.96

1200-02-07-.97
~1200-02-07-.98

' Records of Safety instruction and Training
- Records of Radiation Surveys of Patients and Human Research Subjects
_Records of Brachytherapy Source Accountability

1200 -02-07-.99

Records of Calibration Measurements of Brachytherapy Sources

'1200-02-07-.100  Records of Decay of Strontium-90 Sources for Ophthalmic Treatments

1200-02-07-.101

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

1200-02-07-.102

Records of Safety Procedures

1200-02-07-.103

1200-02-07-.104

Records of Teletherapy, Remote Afterloader, and Gamma Stereotactic Radiosurgery Full

Records of Dosxmetry Equinment

Calibrations

1200-02- 07 105

Records of Perlodic Spot -Checks for Teletherapy Units

1200-02-07- 106_

Records of Periodic Spot-Checks for Remote Afterloader Units

1200-02-07-.107
1200-02-07-.108

'Records of Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units
Records of Additional Technical Requirements for Mobile Remole Afterloader Units |

1200-02-07-.109

Records of Surveys of Therapeutic Trealment Units

1200-02-07-.110

‘Records of Five-Year Inspection for Te!elherapy and Gamma Stereotactic Fiadmsurgery

Units

1200-02-07-.111

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

11200-02-07-112
1200-02-07-.113

$S-7039 (July 2010)
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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 hitp://in.gov/sos/rules/1360/1360.him)

Repeal

Chapter 1200-02-07 Use of Radionuclides in the Healing Arts is repealed.

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

0400-20-07-.01
0400-20-07-.02
400-20-07-.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
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
0460-20-07-.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

Chapter 0400-20-07

New Rules

Use of Radionuclides in the Healing Arts

Table of Contents

Purpose

Scope

Repealed

Repealed

Definitions

Other Federal and State Regquirements
Provisions for the Protection of Human
Research Subjects

Maintenance of Records

Implementation

License Required

Application for License, Amendment, or
Renewal

Resarved

License Amendments

Notifications

Exemptions Regarding Specific Licenses of
Broad Scope

License Issuance and Specific Exemptions
Autharity and Responsibifities for the
Radiation Protection Program

Radiation Protection Program Changes
Supervision

Written Directives

Procedures for Administrations Requiring a
Written Directive

Suppliers for Sealed Sources or Devices for
Medical Use

Training for 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 User, and 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
Radicactive 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 Raie
and Contamination

Release of Individuals Containing
Radioactive Drugs or Implants

Provision of Mobile Medical Service

SS-7039 (July 2010)

0400-20-07-.39
0400-20-07-.40
040G-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

£400-20-07-.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

0400-20-07-.58
0400-20-07-.58

0400-20-07-.60
0400-20-07-.61
0400-20-07-.62

0400-20-07-.63

0400-20-07-.64

Training for Uptake, Dilution, and Excretion
Studies

Use of Unsealed Radicactive Material for
fmaging and Localization Studies for Which
a Written Directive is Not Required
Radionuclide Contaminanis

Reserved

Training for Imaging and Localization
Studies

Use of Unsealed Radicaclive Material for
Which a Written Directive is Required
Safefy 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 Cral Administration of
Sodium lodide I-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
Whritten Direclive

Use of Sealed Sources for Manual
Brachytherapy

Surveys After Source Implant and Removal
Brachytherapy Source Accountability
Safety Instruction

Salety Precautions for Patients or Human
Research Subjects Receiving
Brachytherapy

Calibration Measurements of Brachytherapy
Sources

Decay of strontium-90 sources for
ophthalmic treatments

Therapy-Related Computer Systerns
Training for Use of Manual Brachytherapy
Sources

Training for Ophthalmic Use of Strontium-80
Use of Sealed Sources for Diagnosis
Training for Use of Seafed Sources for
Diagnosis

Use of a Sealed Scurce 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
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0400-20-07-.37
0400-20-07-.38

(400-20-07-.66

0400-20-07-.67
0400-20-07-.68
0400-20-07- .68
0400-20-07-.70
0400-26-07-.71

0400-20-07-.72
0400-20-07-.73

0400-20-07-.74
0400-20-07-.75

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

Decay-in-Storage

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

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

Safely Precautions for Remote Afterloadar
Units, Teletherapy Units, and Gamma
Stereotactic Radiosurgery Units
Dosimetry Equipment

Full Calibration Measurements on
Teletherapy Units

Full Calibration Measuremenis on Remote
Afterloader Units

Full Catibration Measurements on Gamma
Stereotactic Radiosurgery Units

Pericdic Spot-Checks for Teletherapy Units
Periodic Spot-Checks for Remote
Afterloader Units

Periodic Spot-Checks for Gamma
Sterectactic Radiosurgery Units
Additional Technical Requirements for
Mobile Remote Afterioader Units
Radiation Surveys

Five-Year Inspection for Teletherapy 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 Medicat 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 Cafibrations of Instruments
Usead 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

0400-20-07-.01 Purpose.

0400-20-07-.65

0400-20-07-.92
0400-20-07-.93

0400-20-07-.94
0400-20-07-.95
0400-20-07-.96
0400-2¢-07-.97
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

04060-20-07-.110
0400-20-07-.111

0400-20-07-112

0400-20-07-113

Installation, Maintenance, Adjustment and
Repair

Records of the Release of Individuals
Containing Unseated Radioactive Material
ar Implants Containing Radioactive Material
Records of Administrative and Technical
Requirements That Appiy to the Provisions
of Mobile Services

Records of Decay-in-Storage

Records of Radicnuclide Contaminants
Records of Safety instruction and Training
Records of Radiation Surveys of Patients
and Human Research Subjects

Records of Brachytherapy Source
Accountability

Records of Calibration Measurements of
Brachytharapy 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 Dosimaetry Equipment
Records of Teletherapy, Remote
Afterloader, and Gamma Stereoctactic
Radiosurgery Full Calibrations

Records of Periodic Spoi-Checks for
Teletherapy Unils

Records of Pericdic Spoi-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 Therapsutic
Treatment Units

Records of Five-Year 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
Regquiring a Written Directive

Report of a Leaking Source

This Chapter contains the requirements and provisions for the medical use of radionuclides and for issuance of
specific licenses authorizing the medical use of this material. The provisions of this Chapter are in addition to and
not in substitution for other applicable provisions of these regulations.

Authority: T.C.A. §§68-202-101 et seq., §8-202-201 el seq. and 4-5-201 et seq.
0400-20-07-.02 Scope.

Except as otherwise specifically provided, this Chapter appiies to all persons who use radionuclides in the healing
arts.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
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0400-20-07-.03 Reserved.

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

0400-20-07-.04 Reserved.

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

0400-20-07-.05 Definitions.

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

(1) "Address of use” means the building or buildings thatl 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) “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 permitiee.
(4) “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

() ls identified as an authorized nuclear pharmacist on:

1.

$S-7039 (July 2010)

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
pharmacy,; or

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
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()

(7)

8

(9)

(12)

(13)

(14)

(¢ Is identified as an authorized nuclear pharmacist by a commercial nuclear pharmacy that has
been authorized to identify authorized nuclear pharmacisls; or

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

“Authorized user” means a physician, dentist, or podiatrist who:

{8) 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 Regulalory 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 masler material license broad
scope permitiee thal is authorized to permit the medical use of radioactive material.

“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, intracavilary, infraluminal, or interstitial
application.

“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.

“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.

“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.

“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.

“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.

“Division” means the Division of Radiclogical Health.

“High dose-rate remote afterloader” means a device that remotely delivers g dose rate in excess of 12
gray (1200 rads) per hour at the treatment site.

“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 trealment site.
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(15)

(16)

(17)

(18)

(19)

(20)

(21)

(26)

(27)

(28)

(29)

(30)

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

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

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

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

“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.

“Misadministration” means an event that meets the criteria in Rule 0400-20-05-.145.

“Mobife medical service” means the transportation of radioactive material to and its medical use at the
client’'s address.

“Qutput” 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 afterioader, or gamma stereotactic radiosurgery unit for
a specified set of exposure conditions.

“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,

“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.

“Physician” means a doctor of medicine or doctor of osteopathy licensed by the 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.

“Podiatrist” means an individual licensed by a State or Territory of the United Slates, the District of
Columbia, or the Commonwealth of Puerto Rico to practice podiatry.

“Positron Emission Tomography (PET) radionuclide production facility” is defined as a facility operating a
cyclotron or accelerator for the purpose of producing PET radicnuclides.

“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, or a radiation safely officer.

"Prescribed dosage” means the specified activity or range of aclivity of unseaied 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
0400-20-067-.38 and 0400-20-07-.40.

“Prescribed dose” means:

(a) For gamma stereotactic radiosurgery, the total dose as documented in the written directive;
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(31)

(32)

(34)

(35)

(36)

(37)

(38)

(39)

(40)

(41)

(42)

(43)

{b) For teletherapy, the total dose and dose per fraction as documented in the written directive;

{c) For manual brachylherapy, either the total source slrength and exposure time or the total dose,
as documented in the written directive; or

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

“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
{8)] Is used to simulate the radiobiology of a low dose-rate treatment by inserting the source for a

given fraction of each hour.

“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.

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

“Sealed source” means any radioactive malerial that is encased in a capsule designed to prevent leakage
or escape of the radioactive material.

“Sealed Source and Device Registry’ means the national registry that contains all the registration
certificates, generated by both the U.S. Nuclear Regulalory 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.

“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,

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

“Teletherapy,” for the purpose of this Chapter, means a method of radiation therapy in which collimated
gamma rays are delivered at a distance from the patient or human research subject.

“Temporary job site” means a location where mobile medical services are conducted other than those
tocation(s) of use authorized on the license. ‘

“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.

“Therapeutic dose” means a radiation dose delivered from a scurce containing radioactive material to a
patient or human research subject for palliative or curative treatment.

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

“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-G7-.63 or 0400-20-07-.81.
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{44)  "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)  “Written directive” means an aulhorized user's written order for the administration of radicactive 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 el seq., 68-202-201 et seq. and 4-5-201 &t seq.
0400-20-07-.06 Other Federal and Slate Requirements.

Nothing in this Chapter relieves a licensee from complying with applicable Food and Drug Administration (FDA)
requirements or other federal and state requirements governing radioactive drugs or devices.

Autharity: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.07 Provisions for the Protection of Human Research Subjects.
4 A licensee may conduct research involving human subjects using radioactive material provided that;

{(2) The research is conducted, funded, supported, or regulated by a federal agency which has
implemented the Federal Policy for the Protection of Human Subjects. Otherwise, a licensee
shall apply for and receive approval of a specific amendment to its license before conducting
such research. In both instances, the licensees shall, at a minimum, obtain prior informed consent
from the human subjects and obtain prior review and approval of the research activities by an
“Institutional Review Board” in accordance with the meaning of these terms as defined and
described in the Federal Policy for the Protection of Human Subjects;

(b) The research involving human subjects aulhorized in subparagraph (a) of this paragraph shall be
conducted using radioactive material authorized for medical use in the license; and

{c) Nothing in this rute relieves licensees from complying with the other requirements in this rule.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.08 Maintenance of Records.
Each record required by this Chapter must be legible throughout the retention period specified by each Division
regulation. The record may be the ariginal or a reproduced copy or a microform provided that the copy or
microform is authenticated by authorized personnel and that the microform is capable of producing a clear copy
throughout the required retention period. The record may also be stored in electronic media with the capability for
producing legible, accurate, and complete records during the required retention period. Records such as letters,
drawings, and specifications, must include all pertinent information such as stamps, initials, and signatures. A
licensee shall maintain adequate safeguards against tampering with and loss of records.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.08 Implementation.
&) A licensee shall implement the provisions in this rule on March 21, 2010.

(2) When a requirement in this rule differs from the requirement in an existing license condition, the
requirement in this rule shall govern,

{3) Any existing license condition that is not affected by a requirement in this rule remains in effect until there
is a license amendment or license renewal.
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(4)

(6)

i a license condition exempted a licensee from a provision of this rute on March 21, 2010, it will continue
to exempt a licensee from the corresponding provision in this rule.

If a license condition cites provisions in this rule that will be deleted on March 21, 2010, then the license
condition remains in effect until there is a license amendment or license renewal that modifies or removes
this condition.

Licensees shall continue to comply with any license condition that requires it to implement procedures
required by 0400-20-07-.66, 0400-20-07-.72, 0400-20-07-.73 and 0400-20-07-.74 until there is a license
amendment or renewal that modifies the license condition.

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

0400-20-07-.10 License Required.

(1

A person shall only manufacture, produce, prepare, acquire, receive, possess, use, or transfer radioactive
material for medical use in accordance with a specific license issued by the Division, the U.S. Nuclear
Regulatory Commission, or an Agreement State or as allowed in paragraphs (2) and (3) of this rule.

An individual may receive, possess, use, or transfer radicaclive material in accordance with the
regulations in this rule under the supervision of an authorized user as provided in Rule 0400-20-07-.19,
unfess prohibited by a license condition.

An individual may prepare unseated radioactive malerial for medical use in accordance with the
regulations in this rule under the supervision of an authorized nuclear pharmacist or authorized user as
provided in Rule 0400-20-07-.19 unless prohibited by a license condition.

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

0400-20-07-.11 Application for License, Amendment, or Renewal.

(1)
(2)

(3)

4

An application must be signed by the applicant’s or licensee’s management.

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;
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.

A request for a license amendment or renewal must be made by:
{a) Submitting an original in letter format to the Division; and

[{9)] Submitling applicable procedures required by Rules 0400-20-07-.66, 0400-20-07-.72, 0400-20-
07-.73, and 0400-20-07-.74.

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 information regarding any radiation safety aspects of the medical use of the material that is not
addressed in this Chapter.

(a) The applicant shall also provide specific information on:

1. Radiation safety precautions and instructions;
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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 egquipment necessary for
radiation safely.
(5) An applicant or licensee shall also provide any other information requested by the Division in its review of

the application.

(6) 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 ¢t seq. and 4-5-201 et seq.

0400-20-07-.12 Reserved.

Authority: T.C.A. §868-202-101 el seq., 68-202-201 et seq. and 4-5-201 et seq.

0400-20-07-.13 License Amendments.

{1) Alicensee shall apply for and must receive a license amendment:

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

(b) Before the licensee permits anyone to work as an authorized user, authorized nuclear
pharmacist, or an authorized medical physicist under the license, except an individual who 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, subparagraph (1){(a) of
Rule 0400-20-07-.80;

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;

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;

Identified as an authorized user, an authorized nuclear pharmacist, or authorized medical
physicist on a .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 radioaclive material in medical use in the practice of nuclear
pharmacy; or

identified as an authorized user, an authorized nuclear pharmacist, or authorized medical
physicist on a permit issued by a U.S. Nuclear Regulatory Commission or Agreement
Slate 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 nuciear pharmacy.

(¢ Before the licensee changes Radiation Safety Officers, except as provided in paragraph (3} of
Rule 0400-20-07-.17;
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(d) 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) Before the licensee adds to or changes the areas of use identified in the application or on the
license;

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

(@ Before the licensee changes statements, representations, and procedures which are incorporated

into the license; and

(h) Before the licensee releases licensed facilities for unrestricted use.

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

0400-20-07-.14 Notifications.

(1

@)

(3)

A licensee shall provide to the Division a copy of the board certification, the Nuclear Regulatory
Commission, Agreement State or Licensing State license, or the permit issued by a licensee of broad
scope for each individual no later than 30 days after the date that the Licensee permits the individual to
work as an authcorized user, an authorized nuclear pharmacist or an authorized medical physicist,
pursuant to subparagraph {1)(b) of Rule 0400-20-07-.13.

A licensee shall nolify the Diviston no later than 30 days after:

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

{b) The licensee’s mailing address changes;

{c) 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

{d) The licensee 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.

The licensee shall send the documents required in this rule to the Division at the address listed 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.

0400-20-07-.15 Exemptions Regarding Specific Licenses of Broad Scope.

A licensee possessing a specific license of broad scope for medical use is exempt from:

(1)

(2

3

(4)

The provisions of paragraph (4) of Rule 0400-20-07-.11 regarding the need to file an amendment to the
license for medical use of radioactive material, as described in Rule 0400-20-07-.81;

The provisions of subparagraph (1){(b) of Rule 0400-20-07-.13 regarding the need to file an amendment
before permiting anyone to work as an authorized user, an authorized nuclear pharmacist or an
authorized medical physicist under the license;

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 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;
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(5)

The provisions of paragraph {1) of Rule 0400-20-07-.22 regarding suppliers for sealed sources.

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

0400-20-07-.16 License Issuance and Specific Exemptions.

1)

(3)

The Division shall issue a license for the medical use of radioactive material if:

(&) The applicant has filed an application with the Division in accordance with the instructions in Rule
0400-20-07-.11;

(b) The applicant has paid applicable fee under Rute 0400-20-10-.31;

{c) The Division finds the applicant equipped and committed to observe the safety standards
established by the Division in these regulations for the protection of the public health and safety;
and

{d) The applicant meets the requirements of Chapler 0400-20-10.

The Division shall issue a license for mobile medical service if the applicant:

(a) Meets the requirements in paragraph (1} of this rule; and

(b) Assures that individuals or human research subjects to whom unsealed radioactive material, or
radiation from implants containing radioactive material, will be administered may be released
following treatment in accordance with Rule 0400-20-07-.35.

The Division may, upon application of any interested person or upon its own initiative, grant exemptions

from this Chapter that it determines are authorized by law and will not endanger life or property or the
common defense and security and are otherwise in the public interest.

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

0400-20-07-.17 Authority and Responsibilities for the Radiation Prolection Program.

(1)

@)

4)

In addition to the radiation protection program requirements of Rule 0400-20-05-.40, a licensee's
management shall approve in writing:

(&) Requests for a license application, renewal, or amendment before submittal to the Division;

(b) Any individual before allowing that individual to work as an authorized user, authorized nuclear
pharmacist, or authorized medical physicist; and

{c) Radiation protection program changes that do not require a license amendment and are
permitted under Rule 0400-20-07-.18.

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 salety aclivities are being performed in accordance with ficensee-approved
procedures and regulatory requirements.

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.

A licensee may simultaneously appeint more than one temporary radiation safely officer under paragraph
(3) of this rule, if needed to ensure that the licensee has a temporary radiation safety officer that satisfies
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the requirements to be a radiation safely officer for each of the different types of uses of radioactive
material permitied by the license.

{5) A licensee shall establish the authority, duties, and responsibitities of the radiation safety officer in writing.

{6) Licensees that are authorized for 2 or more different types of use of radioactive material under Rules
0400-20-07-.44, 0400-20-07-.51, 0400-20-07-.63, and 0400-20-07-.81, or 2 or more types of units under
Rule 0400-20-07-.63 shall establish a radiation safety committee to oversee all uses of radioactive
material permitted by the license. The committee must include an authorized user of each type of use
permilted by lhe license, the radiation safety officer, a representative of the nursing service, and a
representative of management who is neither an authorized user nor a radiation safety officer. The
committee may include other members the licensee considers appropriate.

{7 A licensee shall provide the radiation safety officer sufficient authority, organizational freedom, time,
resources, and management prerogative, to:

(a) Identify radiation safety problems;
{b) Initiate, recommend, or provide corrective actions;
{c) Stop unsafe operations; and
(d) Verify implementation of corrective actions.
(8) A'licensee’s Radiation Safety Committee shall meet as necessary, but at a minimum shall meet at

intervals not to exceed 6 months. The licensee shall maintain minutes of each meeting in accordance
with Rule 0400-20-07-.82.

()] A licensee shall retain a record of actions taken under paragraphs (1), (2), and (5) of this rule in
accordance with Rule 0400-20-07-.82.

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

0400-20-07-.18 Radiation Protection Program Changes.

{1) A licensee may revise its radiation protection program without Division approval if:
(a) The revision does not require a license amendment under Rule 0400-20-07-.13;
(b) The revision is in compliance with this Chapter and the license;
(c) The revision has been reviewed and approved by the radiation safety officer and licensee

management; and

{d) The affected individuals are instructed on the revised program before the changes are
implemented.
2) A licensee shall retain a record of each change in accordance with Rule 0400-20-07-.83.

Authority: T.C.A. §868-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.19 Supervision.

(1) A licensee that permits the receipt, possession, use, or transfer of radioactive material by an individual
under the supervision of an authorized user, as aliowed by paragraph (2) of Rule 0400-20-07-.10, shall:

(a) Instruct the supervised individual in the licensee’s written radiation protection procedures, written
directive procedures, this Chapter, and license conditions with respect to the use of radioactive
material; and
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(2)

3

(b) Require the supervised individual to follow the instructions of the supervising authorized user for
medical uses of radioactive material, written radiation protection procedures established by the
licensee, written directive procedures, regulations of this Chapter, and license conditions with
respect to the medical use of radioactive malterial,

A licensee that permits the preparation of radioactive material for medical use by an individual under the
supervision of an authorized nuclear pharmacist or physician who is an authorized user, as afllowed by
paragraph (3) of Rule 0400-20-07-.10, shalll:

(a) Instruct the supervised individual in the preparation of radioactive material for medical use, as
appropriate to that individual's involvement wilh radioactive material; and

(b) Require the supervised individual to follow the instructions of the supervising authorized user or
authorized nuclear pharmacist regarding the preparation of radioactive material for medical use,
written radiation protection procedures established by the licensee, this Chapter, and ficense
conditions.

A licensee that permits supervised activities under paragraphs (1) and (2) of this rule is responsible for
the acts and omissions of the supervised individual.

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

0400-20-07-.20 Written Directives.

(1)

(2)

A written directive must be dated and signed by an authorized user before the administration of 1-131
sodium iodide greater than 1.11 megabecquerels (MBq) (30 microcuries {(uCi)}, any therapeutic dosage of
radioactive material or any therapeutic dose of radiation from radicactive material.

If, because of the emergent nature of the patient’s condition, a delay in corder to provide a written directive
would jeopardize the patient’s health, an oral directive is acceptable. The information contained in the oral
directive must be documented as soon as possible in writing in the patient’s record. A wrillen directive
must be prepared within 48 hours of the oral directive. .

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 pCi) of sodium iodide 1-131: 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 targst
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; or

{f) For all other brachytherapy, including low, medium, and puised dose rate remote afterloaders;
1. Before implantation: Treatment site, the radionuclids, and dose; and
2. After implantation but before completion of the procedure: The radionuclide, treatment

site, number of sources, and total source strength and exposure time (or the total dose).
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(3)

(4)

A written revision to an existing written directive may be made if the revision is dated and signed by an
authorized user before the adminisiration of the dosage of unsealed radioactive material, the
brachytherapy dose, the gamma stereotactic radiosurgery dose, the teletherapy dose, or the next
fractional dose.

(a) i, because of the patient’s condition, a delay in order to provide a wrilten revision to an existing
written directive would feopardize the patient’s health, an oral revision to an existing written
directive is acceptable. The oral revision must be documented as soon as possible in the patient's
record. A revised written directive must he sighed by the authorized user within 48 hours of the
oral revision.

The licensee shall retain a copy of the written directive in accordance with Rule 0400-20-07-.84.

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

0400-20-07-.21 Procedures for Administrations Requiring a Written Directive.

(1)

(3)

For any administration requiring a written directive, a licensee shall develop, implement, and maintain
written procedures to provide high conlidence that:

(a) The patient's or human research subject’s identity is verified before each administration; and
(b) Each administration is in accordance with the written directive.

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

() Verifying that any compuler-generated dose calculations are correclly transferred into the
conscles of therapeutic medical units authorized by Rule 0400-20-07-.63 or 0400-20-07-.81,

A licensee shall retain a copy of the procedures required under paragraph {1) of this rule in accordance
with Rute 0400-20-07-.112,

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

0400-20-07-.22 Suppliers for Sealed Sources or Devices for Medical Use.

For medical use, a licensee may only use:

(1)

@

€)

Sealed sources or devices manufactured, labeled, packaged, and distributed in accordance with a license
issued under Chapter 0400-20-10 of these regulations or the equivalent requirements of the Nuclear
Regulatory Commission or an Agreement State;

Sealed sources or devices non-commercially transferred from a Division, Nuclear Regulatory Commission
or Agreement State licensee; or

Teletherapy sources manufactured and distributed in accordance with a license issued under Chapler
0400-20-10 of these regulations or the equivalent requirements of the Nuclear Regulatory Commission or
an Agreement State;

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 el seq.
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0400-20-07-.23 Training for 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 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 requirements of paragraphs
{4) and (5) of this rule. (Specialty boards whose certification processes have heen recognized by the U.S.
Nuctear Regulatory Commission or an Agreement Stale will be posted on the U.S. Nuclear Regulatory
Commission's Web page.) To be recognized, a specially board shall require all candidates for cerlification

to:

(@) 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;

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

Pass an examination administered by diplomates of the specially board, which evaluates
knowledge and competence in radiation physics and instrumentation, radiation
protection, mathematics pertaining to the use and measurement of radioactivity, radiation
biolegy, and radiation dosimetry; or

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 years of full-lime 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 andfor therapeultic
services under lhe 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

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

1.

$S-7039 (July 2010)

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

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

{iv) Radiation biology; and

{v) Radiation dosimetry; and
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(4)

)

2. 1 year of full-time radiation safety experience under the supervision of the individual
identified as the radiation safety officer on a Division, U.8. Nuclear Regulatory
Commission or Agreement State license or a permit issued by a Commission master
material licensee that authorizes simifar type(s) of use(s) of radioactive material involving

the following:
{i) Shipping, receiving, and performing related radiation surveys;
(i) Using and performing checks for proper operation of instruments used fo

determine the activity of dosages, survey melers, and instruments used to
meastre radionuclides;

i) Securing and controlling radioactive material;

{iv) Using administrative controls to avoid mistakes in the administration of
radioactive material;

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

{vi) Using emergency procedures to control radicactive material; and
{vii) Disposing of radicactive material; or

(a) fs a medical physicist who has been certified by a specially board whose certification process has
been recognized by lhe 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 radioaclive material for which the licensee is seeking the approval of the
individual as radiation safety officer and who meets the requirements in paragraphs (4) and (5) of
this rule; or

(b) Is an authorized user, authorized medical physicist, or authorized nuclear pharmacist identified on
the licensee’s license and has experience with the radiation safety aspeclts of similar types of use
of radioactive material for which the individual has radiation satety officer responsibilities; and

Has cobtained written attestation, signed by a preceptor radiation safety officer, that the individual has
satisfactorily completed the requirements in paragraph (5) of this rule, and in subparagraph (1)(a), (1)(b),
(2)(a), (3Xa) or (3)(b) of this rule, and has achieved a level of radiation safely knowledge sufficient to
function independently as a radiation salety officer for a medical use licensee; and

Has training in the radiation safety, regulatory issues, and emergency procedures for the lypes of use for
which a licensee seeks approval. This training requirement may be satisfied by completing training that is
supervised by an authorized medical physicist, authorized user, authorized nuclear pharmagcist, or
radiation safely officer, 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 ot seq., 68-202-201 et seq. and 4-5-201 et seq.

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 specially board whose certification process has been recognized by the Division, the U.S.
Nuclear Regulatory Commission or an Agreement Stale and who meets the requirements in
subparagraph (2){b) and paragraph (3} of this rule. To be recognized, a specialty board shall require all
candidates for certification to:
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(a)

(b)

(c)

(b)

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

Have 2 years of full-lime 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 (pholons and

electrons with energies greater than or equal to 1 million eleciron volts) and
hrachytherapy 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 specially board, which assesses
knowledge and competence in clinical radiation therapy, radiation safety, calibration, guality
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
1 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 brachylherapy 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 {reatment 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 (1)(b) and paragraph (3), or subparagraph (2}(a) and paragraph (3)
of this rule, and has achieved a level of competency sufficient to function independently as an
authorized medical physicist for each type of therapeutic medical unit for which the individual is
requesting authorized medical physicist status. The wrilten altestation 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 operalion 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.

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

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:

S58-7039 (July 2010} 23 RDA 1693



(1) Is certified by a specialty board whose cerlification process has been recognized by the Division, the U.S.
Nuclear Regulatory Commission or an Agreemen! State and who meets the requirements in
subparagraph (2)(b) of this rule. To be recognized, a specially board shall require all candidates for
certification to:

(a)

2 (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;

Hold a current, active license to practice pharmacy;

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

Pass an examination in nuclear pharmacy administered by diplomaies of the specialty board,
which assesses knowledge and competency in procurement, compaounding, qualily assurance,
dispensing, distribution, health and safely, radiation safety, provision of information and
consultation, monitoring patient outcomes, research and development; or

Has completed 700 hours in a structured educational program consisting of both:

1. 200 hours of classrocom and laboratory training in the following areas:
(i) Radiation physics and instrumentation;
(i) Radiation protection;
{idi) Mathematics pertaining to the use and measurement of radioactivily;

{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;

(i) Calculating, assaying, and safely preparing dosages for palients 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
proper decontamination procedures; and

Has obtained written attestation, signed by a preceplor autharized nuclear pharmacist, that the
individual has satisfactorily completed the requirements in subparagraphs {1){a} through {d) or
subparagraph (2){a) of this rule and has achieved a level of competency sufficient to function
independently as an authorized nuclear pharmacist.

Authority: T.C.A. §868-202-101 et seq., 68-202-201 el seq. and 4-5-201 et seq.
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0400-20-07-.26 Training for Experienced Radiation Safety Officer, Teletherapy or Medical Physicist, Authorized
User, and Nuclear Pharmagist.

(1 An individual identified as a radiation safety officer, a teletherapy physicist or medical physicist, an
authorized medical physicist, or a nuclear pharmacist or authorized nuclear pharmacist on a Division,
U.S. Nuclear Reguiatory Commission, or Agreement State license, or a permit issued by the Division,
U.S. Nuclear Regutatory Commission, or an Agreement State broad scope licensee or master material
license permit, or by a master material license permittee of broad scope hefore March 21, 2010, need not
comply with the training requirements of Rule 0400-20-07-.23, 0400-20-07-.24, or 0400-20-07-.25,
respeclively.

(2) 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 Reguiatory 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 hefore March 21, 2010, who perform only those medical uses for which they were authorized on
that date 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.

(3) 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 ef seq.

0400-20-07-.27 Recentnass of Training.

The training and experience specified in Rules 0400-20-07-.17 through this rule and Rules 0400-20-07-.38

through 0400-20-07-.80 must have been obtained within the 7 years preceding the date of application or the

individual must have had related continuing education, and experience since the required training and experience
was completed.

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

0400-20-07-.28 Possession, Use, and Calibration of Instruments Used to Measure the Activity of Unsealed
Radioactive Material,

(1) For direct measurements performed in accordance with Rule 0400-20-07-.30, a licensee shall possess
and use instrumentation to measure the activity of unsealed radioactive materiat before it is administered
to each patient or human research subject.

(2) A licensee shall calibrate the instrumentation required in paragraph (1) of this rule in accordance with
nationally recognized standards or the manufacturer’s instructions.

(3) A licensee shall retain a record of each instrument calibration required by this rule in accordance with
Rule 0400-20-07-.87.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.29 Calibration of Survey [nstruments.

%)) A licensee shall calibrate the survey instruments used to show compliance with this Chapter and Chapter
0400-20-05 before first use, annually, and following a repair that affects the calibration,

{2) To satisfy the requirements of paragraph (1) of Rule 0400-20-07-.29, the licensee shall:
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(3)

(4)

(5)

(b)

(©

Calibrate all required scale readings up to 10 millisieverts (1000 millirem) per hour with a radiation
SOUrce;

Calibrate 2 separated readings on each scale or decade that will be used to show compliance;
and

Conspicuously note on the instrument the date of calibration.

A licensee shall not use survey instruments if the difference belween the indicated exposure rate and the
calculated exposure rate is greater than 20 percent.

A licensee shall retain a record of each survey instrument calibration in accordance with Rule 0400-20-

07-.88.

Calibration of all survey instruments shall be in accordance with an approved procedure or preformed by
persons specifically licensed to provide calibration services.

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

0400-20-07-.30 Determination of Dosages of Unsealed Radioactive Material for Medical Use.

(1
)

“)

Alicensee shalt determine and record the aclivity of each dosage before medical use.

For a unit dosage, this determination must be made by:

(a)
(b)

Direct measurement of radioactivity; or
A decay correction, hased on the activity or activity concentration determined by:

1. A manufacturer or preparer licensed under paragraph (10) of Rule 0400-20-10-.13 or
equivalent U.S. Nuclear Regulatory Comimission or Agreement State requirements; or

2. An Agreement State or U.5. Nuclear Regutatory Commission ficensee for use in research

in accordance with a radioactive drug research committee-approved protocol or an
investigational new drug (IND) protocol accepted by Food and Drug Administration
(FDA).

3. A PET radioactive drug producer licensed under paragraph (8) of Rule 0400-20-10-.11 or

equivalent Agreement State Requirements.

For other than unit dosages, this determination must be made by:

()
(b)
{c)

Direct measurement of radioaclivity,
Combination of measurement of radioactivity and mathematical calculations; or

Combination of volumetric measurements and mathematical calculations, based on the
measurement made by:

1. A manufacturer or preparer licensed under paragraph (10) of Rule 0400-20-10-.13 or
equivalent U.S. Nuclear Regulatory Commission or Agreement State requirements, or

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

Unless otherwise directed by the authorized user, a licensee may not use a dosage if the dosage does
not fall within the prescribed dosage range or if the dosage differs from the prescribed dosage by more
than 20 percent.
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(5) A licensee shall retain a record of the dosage determination required by this rule in accordance with Rule
0400-20-07-.89.

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

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

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

(@)

(c)

(d)

(e)

Sealed sources manufactured and dislributed by persons specifically licensed pursuant to
Chapter 0400-20-10 or equivalent provisions of the U.S. Nuclear Regulatory Commission or an
Agreement State and that do not exceed 1.11 gigabecquerels (30 millicuries) each;

Sealed sources, not exceeding 1.11 GBqg (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 of 120 days or less in individual amounts not to exceed
555 megabecquerels (15 millicuries);

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

1. 7.4 megabecqguerels (200 uCi ); or
2. 1000 times the gquantities in Schedule RHS 8-30 Chapter 0400-20-10; and

Technetium-99m in amounts as needed.

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

0400-20-07-.32 Requirements for Possession of Sealed Sources and Brachytherapy Sources.

(1) A licensee in possession of any sealed source or brachytherapy source shall follow the radiation safely
and handling instructions supplied by the manufacturer.

{2) A licensee in possession of a sealed source shalk:

(&)

(b)

Test the source for leakage before its first use unless the licensee has a cerlificate from the
supplier indicaling that the source was tested within 6 months before transfer to the licensee; and

Test the source for leakage at intervals not to exceed 6 months or at other intervals approved by
the Division, the U.S. Nuclear Regutatory Commission, or an Agreement State in the seafed
source and device reqistry.

(3) i the leak test reveals the presence of 185 Bq (0.005 pCi) or more of removable contamination, the
licensee shall:

(a)

(b)

Immediately withdraw the sealed source from use and store, dispose, or cause it 1o be repaired in
accordance with the requirements in Chapters 0400-20-05 and 0400-20-10; and :

Fite a report within 5 days of the leak test in accordance with Rule 0400-20-07-.113.

(4 A licensee need not perform a leak test on the following sources:
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()

(a) Sources containing only radicactive material with a half-life of less than 30 days;
{(b) Sources containing only radioactive material as a gas;

{c) Sources containing 3.7 MBqg (100 uCi) or less of beta or gamma-emitting material or 0.37 MBq
{10 uCi) or less of alpha-emilting material;

(d) Seeds of iridium-192 encased in nylon ribbon; and

(e) Sources stored and not being used. However, the licansee shall test each such source for
leakage before any use or transfer unless it has been leak tested within 6 months before the date
of use or transfer.

A licensee in possession of sealed sources or brachytherapy sources, except for gamma stereotactic
radiosurgery sources, shall conduct a semi-annual physical inventory of all such sources. The licensee
shall retain each inventory record in accordance with Rule 0400-20-07-.111.

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

0400-20-07-.33 Labeling of Vials and Syringes.

Each syringe and vial that contains unsealed radioactive material must be labefed to identify the radioactive drug.
Each syringe shield and vial shield must also be labeled unless the label on the syringe or vial is visible when
shielded.

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

0400-20-07-.34 Surveys of Ambient Radiation Dose Rate and Contamination.

(1)

@)

(3)

(4)

(8)

()

(8)

Except as provided in paragraph (2) of this rule, a licensee shall survey with a radiation detection survey
instrument at the end of each day of use all areas where radioactive drugs were prepared for use or
administered.

A licensee shall survey with a radiation detection survey instrumenl at least once each week all areas
where radioactive drugs or radioactive wastes are stored.

A licensee shall conduct the surveys required by paragraphs (1) and (2) of this rule s0 as to able to
measure dose rates as low as 1 microsievert (0.1 millirem) per hour.

A licensee shall establish dose rate action levels for the surveys required by paragraphs (1) and (2) of this
rule and shall require that the individual performing the survey immediately notify the Radiation Safety
Officer if a dose rate exceeds an action level.

A licensee shall survey for removable contamination at the end of each day of use all areas where
generators and bulk radioactive drugs are prepared for use or administered and each week where
radicactive materials are stored.

A licensee shall conduct the surveys required by paragraph (5} of this rule so as to be able to detect
contamination on each wipe sample of 33.3 becquerels (2000 dpm).

A licensee shall establish removable contamination action levels for the surveys required by paragraph
(5) of this rule and shall require that the individual performing the survey immediately notify the Radiation
Safety Officer if contamination exceeds action levels.

A licensee does not need to perform the surveys required by paragraph (1) of this rule in area(s) where
patients or human research subjects are confined when they cannot be released pursuant to Rule 0400-
20-07-.35.
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9

A licensee shall retain a record of each survey in accordance with Rule 0400-20-07-.91.

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

0400-20-07-.35 Release of Individuals Containing Radioactive Drugs or Implants.

(1)

)

(3)

(4)

A licensee may authorize the release from its control of any individual who has been administered
radiocactive drugs or implants containing radioactive malerial if the total effective dose equivalent to any
other individual from exposure to the released individual is not likely to exceed 5 millisieverts (0.5 rem).!

A licensee shall provide the released individual, or the individual's parent or guardian, with instructions,
including written instructions, on actions recommended to maintain doses to other individuals as low as is
reasonably achievable if the total eflective dose equivalent to any other individual is likely to exceed 1
mSy (0.1 rem). If the total effeclive dose equivalent 1o a nursing infant or child could exceed 1 mSv (0.1
rem) assuming lhere were no interruption of breast-feeding, the instructions must also include:

(a) Guidance on the interruption or discontinuation of breast-feeding; and
(b) Information on the potential consequences, if any, of failure to follow the guidance.

A licensee shali maintain a record of the basis for authorizing the release of an individual in accordance
with Rule 0400-20-07-.92.

A licensee shall maintain a recerd of instructions provided to breast-feeding women in accordance with
Rule 0400-20-07-.92.

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

0400-20-07-.36 Provision of Mobile Medical Service.

(1)

@)

A licensee providing maobite medical service shall:

(a) Obtain a letter signed by the management of each client for which services are rendered that
permits the use of radioactive material at the client's address and clearly delineates the authority
and responsibility of the licensee and the client;

(b) Check instruments used to measure the activity of unsealed radioactive material for proper
function before medical use at each client’s address or on each day of use, whichever is more
frequent. At a minimum, the check for proper function shall include a constancy check;

{c) Check survey instruments for proper operalion with a dedicated check source before use at each
client’s address; and

(d} Before leaving a client's address, survey all areas of use, to ensure compliance with Chapter
0400-20-05; and

A mobile medical service may not have radioactive material delivered from the manufacturer or the
distributor t¢ the client unless the client has a license allowing possession of the radioactive material.
Radioactive material delivered to the client must be received and handled in conformance with the client's
license.

A licensee providing mobile medical services shall retain the letter required in subparagraph (1)(a) of this
rule and the record of each survey required in subparagraph (1)(d) of this rule in accordance with
paragraphs {1} and (2) of Rule 0400-20-07-.93, respectively.

The current revision of NUREG-1556, Vol. 8, “Consolidaled Guidance about Materials Licenses: Program-Specific Guidance about
Medical Licenses” describes methods for calculating doses to other individuals and contains tables of activities not likely to cause doses
exceeding 5 mSv (0.5 rem).
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Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

0400-20-07-.37 Decay-in-Storage.

(1)

e

A licensee may hold radioactive maiterial with a physical half-life of less than 120 days for decay-in-
storage before disposal without regard 1o its radioactivity if it:

(@)

(b)

iMonitors radioactive material at the surface before disposal and determines that its Radicactivity
cannot be distinguished from the background radiation level with an appropriate calibrated
radiation detection survey meter set on its most sensitive scale and with no interposed shielding;

Removes or obliterates all radiation labels, except for radiation labels on materials that are within
containers and that will be managed as biomedical waste after they have been released from the
licensee; and

A licensee shall retain a record of each disposal permitied under paragraph (1) of this rule in accordance
with Rule 0400-20-07-.94,

Authority: T.C.A. §868-202-101 et seq,, 68-202-201 et seq. and 4-5-201 et seq.

0400-20-07-.38 Use of Unsealed Radicactive Material for Uptake, Dilution, and Excretion Studies for Which a
Written Directive is Not Required.

(1)

Except for quantities that require a written direclive under paragraph (2) of Rule 0400-20-07-.20, a
licensee may use any unsealed radioactive material, prepared for medical use for uptake, dilution, or
oxcretion that is:

(@)

()

(d)

Obtained from:

1. A manufacturer or preparer licensed under paragraph (10) of Rule 0400-20-10-.13 or
equivalent U.S. Nuclear Regulatory Commission or Agreement State requirements; or

2. A PET radioactive drug producer licensed under paragraph (8) of Rule 0400-20-15-.11 or
equivalent Agreement State requirements; or

Excluding preduction of PET radionuclides, prepared by:

1. An authorized nuclear pharmacist;

2. A physician who is an authorized user and who meets the requirements specified in Rule
0400-20-07-.43, or Rule 0400-20-07-.47 and item (1}{c}1(i}VH) of Rule 0400-20-07-.43;
or

3. An individual under the supervision, as specified in Rule 0400-20-07-.19, of the

authorized nuclear pharmacist in part 1 of this subparagraph or the physician who is an
authorized user in part 2 of this subparagraph; or

Obtained from and prepared by an Agreement State or U.S. Nuclear Regulatory Commission
licensee for use in research in accordance with a radioactive drug research committee-approved
prolocol or an investigational new drug (IND) protocol accepted by Food and Drug Administration
(FDA); or '

Prepared by the licensee in accordance with a Radioactive Drug Research Committee approved
application or an Investigational New Drug (IND) protocol accepted by Food and Drug
Administration (FDA) for use in research.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
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0400-20-07-.39 Training for Uptake, Ditution, and Excretion Studies.

)] Except as provided in Rule 0400-20-07-.26, a licensee shall require an authorized user of unsealed
radicactive material for the uses authorized under Rule 0400-20-07-.38 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. Nuctear Regulatory Commission or an Agreement State and who meets the
requirements of part (¢)2 of this paragraph. To be recognized, a specialty board shall require a
candidate for certification to:

1.

Have completed 60 hours of training and experience in basic radionuclide handiing
techniques and radiation safely 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

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

{b) Is an authorized user under Rule 0400-20-07-.43 or 0400-20-07-.47 or equivalent Agreement
State or U.S. Nuclear Regulatory Commission requirements; or

(c) 1.

$S-7039 (July 2010)

Has completed 60 hours of training and experience, including a minimum of 8 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:
) Radiation physics and instrumentation;
(i Radialion protection;

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

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

)] Ordering, receiving, and unpacking radicactive materials safely and
performing the related radiation surveys;

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

(i Calcutating, measuring, and safely preparing palient or human research
subject dosages;

(V) Using administrative controls to prevent a misadministration involving the
use of unsealed radioaclive material:

(V) Using procedures to contain spilled radioactive materiat safely and using
proper decortamination procedures; and
31 RDA 1693



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

2. Has obtained written attestation, signed by a preceptor authorized user who meets the
requirements in Rule 0400-20-07-.26, this rule, Rule 0400-20-07-.43, or 0400-20-07-.47
or equivalent Agreement State or UJ.S. Nuclear Regulatory Commission requirements,
that the individual has satisfactorily completed the requirements in parts (1){(a}1 or (1){(¢)1
of this rule and has achieved a level of competency sufficient lo function independently
as an authorized user for the medical uses authorized under Rule 0400-20-07-.38.

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

0400-20-07-.40 Use of Unsealed Radioactive Malerial for Imaging and Localization Studies for Which a Written
Directive is Not Required.

(1)

A licensee may use, for imaging and localization sludies, any radioactive material prepared for medical
use, in quantities that do not require a writlen directive as described in paragraph (2) of Rule 0400-20-07-
.20 that is:

(a)

()

(d)

Obtained from:

1. A manufacturer or preparer licensed under paragraph (10) of Rule 0400-20-10-.13 or
equivalent regulations of another Agreement State or U.S. Nuclear Regulatory
Commission requirements; or

2, A PET radioaclive drug producer licensed under paragraph (8) of Rule 0400-20-10-.11 or

equivalent Agreement State reguirements; or

Excluding production of PET radionuclides prepared by an authorized nuclear pharmagcist, a
physician who is an authorized user and who meets the requirements specified in Rule 0400-20-
07-.43, or Rule 0400-20-07-.47 and item (1){c)1(ii)(Vil) of Rule 0400-20-07-.43, or an individual
under the supervision of either as specified in Rule 0400-20-07-.19; or

Obtained from and prepared by an Agreement State or U.S. Nuclear Regulatory Commission
licensee for use in research in accordance with a radioactive drug research committee-approved
protocol or an investigational new drug (IND) protocol accepted by Food and Drug Administration
(FDAY; or

Prepared by the licensee for use in research in accordance with a radioactive drug research
commiltee-approved application or an investigational new drug (IND) protocel accepted by Food
and Drug Administration (FDA).

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

0400-20-07-.41 Radionuclide Contaminants.

(1)

2

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

cY

(b)

More than 0.15 kilobecquerel of molybdenum-99 per megabecquerel of technetium-99m (0.15
HCi of Mo-99 per mCi of T¢-99my); or

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 pCi of 5r-85 per mCi of Rb-82).

To demonstrate compliance with paragraph (1) of this rule, a licensee preparing radioactive drugs from
radionuclide generators shail:
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(a)

(b)

Measure the concenfration of radionuclide contaminant in the first eluate after receipt of a
melybdenum-99/technetium-99m generator; and

Measure the concentration of radionuclide contaminant in each eluate or extract, as appropriate
for other generator systems.

(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.

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

0400-20-07-.42 Reserved.

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

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:

(@)

(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
requirements in part (c)2 of this paragraph. To be recognized, a specialty board shall require all
candidates for certification to:

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

2. Pass an examinaticn, administered by diplomales of the specially board, which assesses

knowledge and competence in radiation safety, radionuclide handling, and quality control;
ar

Is an authorized user under Rule 0400-20-07-.47 and meets the requirements in item (c)1(i)(VII)
of this paragraph or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements; or

1. 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
fraining and experience must include, at a minimum:

(i Classroom and laboralory training in the following areas:
N Radiation physics and instrumentation;
(I Radiation protection;

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

(V) Radialion biology; and
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i) 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, involving:

H Ordering, receiving, and unpacking radicactive materials safely and
performing the refated radiation surveys;

{n Performing quality control procedures on instruments used to delermine
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 spitled radioactive material and using
proper decontamination procedures;

(V) Administering dosages of radicactive drugs to patients or human
research subjects; and

{(VIl)  Eluting generator systems appropriate for preparation of radioactive
drugs for imaging and localization studies, measuring and testing the
eiuate for radionuclidic purity, and processing the eluate with reagent kits
o prepare labeled radioactive drugs; and

Has obtained written altestation, signed by a preceptor authorized user who meets the
requirements in this rule, Rule 0400-02-07-.26, or Rule 0400-20-07-.47 and item 1(i))(VII)
of this subparagraph or equivalent Agreement State or U.S. Nuclear Regulatory
Commission requirements, that the individual has satisfactorily completed the
requirements in parts (a)yi or (¢)1 of this paragraph and has achieved a level of
competency sufficient to function independently as an authorized user for the medical
uses authorized under Rules 0400-20-07-.38 and 0400-20-07-.40.

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

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

{1) A licensee may use any unsealed radioactive material for diagnostic or therapeutic medical use for which
a written directive is required that has been:

{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

A PET radicactive drug producer licensed under paragraph (8) of Rule 0400-20-10-.11 or

2.
equivalent Agreement State 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; or
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()

()

Obtained from and prepared by an Agreement State or U.5. Nuclear Regulatory Commission
licensee for use in research in accordance with an invesligational 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. §568-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

0400-20-07-.45 Safety Instructions.

(1)

In addition to the requirements of Rule 0400-20-04-.12:

(a)

(b)

A licensee shall provide radiation safety instruction, initially and at teast annually, to personnel
caring for patients or human research subjects that have received therapy with a radioactive drug,
and cannot be released under Rule 0400-20-07-.35. The instruclion must be appropriate to the
personnel's assigned duties and include the following:

1. Patient or human research subject control; and
2. Visitor control to include the folfowing:
Q)] Routine visitation to hospitalized individuals in accordance with Chapter 0400-20-
05;
(if) Contamination control;

(iii) Waste control; and

(iv) Notification of the radiation safety officer, or their designee, and the authorized
user if the patient or the human research subject has a medical emergency or
dies.

A licensee shall retain a record of individuals receiving instruction in accordance with Rule 0400-
20-07-.96.

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

0400-20-07-.46 Safely Precautions.

(1)

For each patient or human research subject receiving radiopharmaceutical therapy and hospitalized for
compliance with Rule 0400-20-07-.35, a licensee shall:

(a)

(b)

()

(d)

Quarter the palient or the human research subject either in:

1. A private room with a privale sanitary facility; or

2. A room, with a privale sanitary facility, with another individual who also has received
radiopharmaceutical therapy and who also cannot be released under Rule 0400-20-07-
.35;

Visibly post the patient's or the human research subject's room with a "Caution Radioactive
Materials” sign;

Note on the door or in the patient’s or human research subject’s chart where and how fong
visitors may stay in the patient’s or the human research subject’s rocm; and

Either monitor material and items removed from the patient's or the human research subject’s
room o determine that their radioactivity cannot be distinguished from the natural background
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radiation level with a radiation detection survey instrument set on its most sensitive scale and with
no interposed shielding, or handle the material and items as radioactive waste.

(2) The Radiation Safety Officer, or his or her designee, and the autherized user shall be notified immediately
if the hospitalized patient or human research subject dies or has a medical emergency.

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

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) Is certified by a medical specialty board whose certification process has been recognized by the
Division, the U.5. Nuclear Regulatory Commission an Agreement State and who meets the
requirements in item (IXB)IIVI} and part (1)(b)2 of this rule. (Specially boards whose
cerlification processes have been recognized by the U.S. Nuclear Regulatory Commission or an
Agreement State will be posted on the U.S. Nuclear Regulatory Commission’s Web page.) To be
recoghized, a specialty board shall require a candidate for certification to:

1.

b 1.
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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 on Postgraduate Training of the
American Osteopathic Association; and

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

Have completed 700 hours of training and expetience, 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:
{i) Radiation physics and instrumentation;
{H} 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

(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 requiremenis in this subparagraph, must also
have experience in adminisiering dosages in the same dosage category or
categories (Le., item (V1) of this subpart) as the individual requesting authorized
user status. The work experience must involve:

{n Ordering, receiving, and unpacking radioactive materials safely and
performing the related radiation surveys;
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any Performing quality control procedures on instruments used to determine
the activity ot dosages and performing checks for proper operation of
survey meters;

(i1 Catcutating, measuring, and safely preparing patient or human research
subject dosages;

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

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

(v Administering dosages of radicactive drugs to patients or human
research subjects involving a minimum of 3 cases in each of the
following categories for which the individual is requesting authorized user
status:

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

1. Oral administration of greater than 1.22 gigabecquerels {33
millicuries) of sodium iodide 1-131. Experience with at least three
cases in this also satisfies the requirement in subitem | of this
itern;

. Parenteral administration of any beta emitter or a photon-
emitling radionuclide with a photon energy less than 150 keV, for
which a written directive is required; and/or

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

Have obtained wrilten attestation that the individual has satisfactorily completed the
requirements in part (@)1 and item (b)1(ii)(Vl) of this paragraph or part 1 of this
subparagraph and has achieved a level of competency sufficient to function
independently as an authorized user for the 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 this rule, Rule 0400-20-07-.26, or equivalent U.S. Nuclear
Regulatory Commission or Agreement State requirements. The preceptor authorized
user, who meets the requirements in lhis subparagraph, must have experience in
adminislering dosages in the same dosage category or calegories (i.e., item 1(}V1) of
this subparagraph) as the individual requesting authorized user status.

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

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).

M

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 speciafly board whose certification process includes all of the
requirements in subparagraph (c) of this paragraph and whose certification has been recognized
by the Division, the U.S. Nuclear Regulatory Commissicn or an Agreement State and who meets
the requirements in part (¢)3 of this paragraph; (The names of board certifications which have
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been recognized by the U.S. Nuclear Regulatory Commission or an Agreement State will be
posted on the U.S. Nuclear Regulatory Commission's Web page); or

{b) Is an authorized user under Rule 0400-20-07-.47 for uses listed in subitem (1)(bY1(i{VDI or [l of
Rule 0400-20-07-.47, Rule 0400-20-07-49, or equivalent Agreement State or U.S. Nuclear
Regulatory Commission raquirements; or

{c) 1.

Has successfully completed 80 hours of classroom and laboratory training, applicable to
the medical use of sodium iodide [-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 radicactive material for medical use; and

(V) Radiation hiology; and

Has work experience, under the supervision of an authorized user who meets the
requirements in Rule 0400-20-07-.26, 0400-20-07-.47, 0400-20-07-.48, 0400-20-07-.49,
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, musl also have experience in administering dosages as specified in
subitem (1){bY (il V1) or Il 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
‘ activily of dosages and performing checks for proper operation of survey meters;

(i) 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 cases involving the oral administration of less than or equal to 1.22
gigabecquerels (33 millicuries) of sedium icdide 1-131; and

Has oblained written attestation that the individual has satisfactorily completed the
requirements in 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 Rule 0400-20-07-.26, 0400-20-
07-.47, 0400-20-07-.48, 0400-20-07-.49, or equivalent Agreement State or U.S. Nuclear
Regulatory Commission requirements. A preceptor authorized user, who meets the
requirement in subparagraph (1}(b) of Rule 0400-20-07-.47, must also have experience
in administering dosages as specified in subitem (1)}{b)1 i}Vl or I of Rule 0400-20-07-
A47.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
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0400-20-07-.49 Training for the Oral Administration of Sodium lodine 1-131 Requiring & 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 I-131 requiting a wrilten directive in quantilies greater than 1.22
gigabecquerels (33 millicuries), to be a physician who:

(a) Is certified by a medical specially board whose certification process includes all of the
requirements in parts (¢)1 and 2 of this paragraph and whose certification has been recognized
by the Division, the U.5. Nuclear Regutatory Commission or an Agreement State, and who meets
the requirements in part (1){¢)3 of this rule {The names of board certifications which have been
recognized by the U.S. Nuclear Regutatory Commission or an Agreement State will be posted on
the U.S. Nuclear Regulatory Commission's Web page); or ‘

{(b) Is an autharized user under Rule 0400-20-07-.47 for uses listed in subitem (1}h)1(iHVDII of Rule
0400-20-07-.47, or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements; or

{c) 1. Has successiully 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:

Radiation physics and instrumentation;
Radiation protection;

Mathemalics pertaining to the use and measurement of radioactivity;

{iv) Chemistry of radioactive material for medical use; and
(v} Radiation biology; and
2. Has work experience, under lhe supervision of an authorized user who meets the

requirements in Rule 0400-20-07-.26, 0400-20-07-.47, this rule, or equivalent Agreement
State or U.S. Nuclear Regulatory Commission requirements. A supetvising authorized
user, who meets the requirements in subparagraph (1){b}) of Rute 0400-20-07-.47, must
have experience in administering dosages as specified in subitem (1){(b)1(ii}(VD)Il of Rule
0400-20-07-.47. The work experience must involve:

(i)

(if)

(iif)

(iv)
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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 salely preparing patient or human research subject
dosages;

Using adminislrative controls to prevent a misadministration involving the use of
radioactive material,

Using procedures to contain spilled radicactive malerial safely and using proper
decontamination procedures; and

Administering dosages to patients or human research subjects, that includes at

least 3 cases involving the oral administration of greater than 1.22
gigabecquerels (33 millicuries) of sodium fodide I-131; and
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Has obtained written attestation that the individual has satisfactorily completed the
requirements in 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 meels the requirements in Rule 0400-20-07-.26, 0400-20-
07-.47, this rule, or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements. A preceptor authorized user, who meets the requiremenis in Rule
subparagraph (1){b) of Rule 0400-20-07-.47, must have experience in administering
dosages as specified in subitem (1)(b)1(ii)(VDIl of Rule 0400-20-07-.47.

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

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

Directive.

(1) Except as provided in Rule 0400-20-07-.28, a ficensee shall require an authorized user for the parenteral
administration requiring a written- directive, to be a physician who:

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

(b) ls an authorized user under Rule 0400-20-07-.59 or 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; ar

{c) 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 0400-
20-07-.80, and who meetis the requirements in subparagraph (d) of this paragraph.

@ 1.
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Has successfully completed 80 hours of classroom and laboratory training, applicable o
parenteral administrations, for which a written directive is required, of any beta emitter or
any photon-emitting radionuclide with a photon energy less than 150 keV, and/or
parenteral administration of any other radionuclide for which a wrilten directive is
required, The training must include:

(i Radiation physics and instrumentation;

(i) Radiation protection;

(i) 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, 0400-20-07-.47 or this rule, or equivalent
Agreement State or U.S. Nuclear Regulatory Commission requirements, in the parenteral
administration, for which a written directive is required, of any beta emitter or any photon-
emitting radionuclide with a photon energy less than 150 keV, andfor parenteral
administration of any other radionuclide for which a written directive is required. A
supervising authorized user who meets the requirements in Rule 0400-20-07-.47 must
have experience in administering dosages as specified in subitems (1)}(b}1(ii)}{VI}Ill and/or
IV 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;
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(i) Performing quality control procedures on instruments used to determine the
activity of dosages, and performing checks for proper operation of survey meters;

(it Caleulating, measuring, and safely preparing patient or human research subject
dosages;

(iv) Using administrative controls to prevent a misadministration invelving the use of
unseated radioactive material;

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

(vi) Administering dosages to palients or human research subjects, that include at
least 3 cases involving the parenteral administration, for which a written directive
is required, of any beta emitter or any photon-emitting radionuclide with a photon
energy less than 150 keV andfor at least 3 cases involving the parenteral
administration of any other radienuclide, for which a wrilten directive is required;
and

3. 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
altestation must be signed by a preceptor authorized user who meets the requirements in
Rute 0400-20-07-.26, 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 Rule 0400-20-07-.47, must have experience in administering
dosages as specified in subitems (1Xb)1(i(VI)I and/or IV of Rule 0400-20-07-.47.

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

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; or
{b) In research in accordance with an aclive 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.
0400-20-07-.52 Surveys after Source Implants and Removal.

(1) Immedialely after implanting sources in a patient or a human research subject, a licensee shall make a
survey to locate and account for all sources that have not been implanted.

{2) Immediately after removing the last temporary implant source from a patient or a human research subjsct,
a licensee shall make a survey of the patient or the human research subjecl with a radiation detection
survey instrument to confirm that all sources have been removed.

(3) A licensee shall retain a record of the surveys in accordance with Rule 0400-20-07-.97.

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

0400-20-07-.53 Brachytherapy Source Accountability.

(1) A licensee shall maintain accountability al all times for all brachytherapy sources in storage or use.
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(2)

(3)

As soon as possible after removing sources from a patient or a human research subject, a licensee shall
return brachytherapy sources to a secure storage area.

A licensee shall maintain a record of the brachytherapy source accountability in accordance with Rule
0400-20-07-.98.

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

0400-20-07-.54 Safety Instructions.

M

In addition to the requirements of Rule 0400-20-04-.12:

(a)

(b)

A licensee shall provide radiation safety instruction, inltially and at least annually, to personnel
caring for patients or human research subjects who are receiving brachytherapy and cannot be
released under Rule 0400-20-07-.35. Instruction must be commensurate with the dutles of the
personnel and include the:

1. Size and appearance of the brachytherapy sources;
2. Safe handling and shielding instructions;
3. Patient or human research subject controt;
4, Visitor control, including both:
0] Routine visitation of hospitalized individuals in accordance with subparagraph

(1)(a) of Rule 0400-20-05-.60; and

(ii) Visitation authorized in accordance ‘with paragraph (2) of Rule 0400-20-05-.60;
and

5. Notification of the radiation safety officer, or his or her designee, and an autherized user
if the patient or the human research subject has a medical emergency or dies.

A licensee shall retain a record of individuals receiving instruction in accordance with Rule 0400-
20-07-.96.

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

0400-20-07-.55 Safety Precautions for Patients or Human Research Subjects Receiving Brachytherapy.

)

)

For each patient or human research subject who is receiving brachytherapy and cannot be released
under Rule 0400-20-07-.35, a licensee shall:

(a)

(b)

()

Not quarter the patient or the human research subject in the same room as an individual who is
not receiving brachytherapy;

Visibly post the patient’s or human research subject's room with a “Caution- Radioactive
Materials” sign; and

Note on the door or in the patient’s or human research subject’'s chart where and how long
visitors may stay in the patient’s or human research subject’s room.

A licensee shall have emergency response equipment available near each treatment room to respond to
a source:

(a)

Dislodged from the patient; and
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(3

(h) Lodged within the patient foltowing removal of the source applicators.

The radiation safety oHicer, or their designee, and an authorized user shall be notified immediately if the
patient or human research subject has a medical emergency or dies.

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

0400-20-07-.56 Calibration Measurements of Brachytherapy Sources.

(1)

(2)

(3)

4

Before the first medical use of a brachytherapy sealed source on or alter March 21, 2010, a licensee shall
have:

(a) Determined the source output or activity using a dosimetry system that meets the requirements of
Rule 0400-20-07-.68;

)] Determined source posilioning accuracy within applicators; and

(c) Used published protocols currently accepted by nationally recognized bodies to meet the
requirements of subparagraphs (a) and (b) of this paragraph.

Instead of a licensee making its own measurements as required in paragraph (1) of this rule, the licensee
may use measurements provided by the source manufaciurer or by a calibration laboratory accredited by
the American Association of Physicists in Medicine thal are made in accordance with paragraph {1} of this
rute.

Adicensee shall mathematically correct the outputs or activities determined in paragraph (1) of this rute for
physical decay at intervals consistent with 1 percent physical decay.

A licensee shall retain a record of each calibration in accordance with Rule 0400-20-07-.99.

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

0400-20-07-.57 Decay of Strontium-80 Sources for Ophthalmic Treatments.

)

(2)

Only an authorized medical physicist shali calculate the activity of each strontium-80 source that is used
to determine the treatment times for ophthalmic treatments. The decay must be based on the activity
determined under Rule 0400-20-G7-.56.

A licensee shall retain a record of the activity of each strontium-80 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.

0400-20-07-.58 Therapy-Related Computer Systems.

(1)

The licensee shall perform or shall verify and maintain documentation of acceptance testing on the
treatment planning system of therapy-related computer systems in accordance with published protocols
accepted by nationally recognized bodies. At a minimum, the acceptance testing must include, as
applicable, verification of:

(@) The source-specific input parameters required by the dose calculation algerithm;

(b) The accuracy of dose, dwelt time, and treatment time calculations at representative points;

{c) The accuracy of isodose plots and graphic displays; and

(d) _The accuracy of the software used to determine sealed source positions from radiographic
images.
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Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

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

)] Except as provided in Rule 0400-20-07-.28, 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:

(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 of this paragraph. (The names of board certifications which have been
recognized by the LJ.S. Nuclear Regulatory Commission or an Agreement State will be posted on
the U.S. Nuclear Regulatory Commission's Web page.} To be recognized, a specialty board shall
require all candidates for certification to:

1.
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Successiully complete a minimum of 3 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 Gollege of Physicians and Surgeons of Canada or
the Committee on Posigraduate Training of the American Osteopathic Association; and

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

Has completed a structured educational pregram in basic radionuclide handling
technigues applicable to the use of manual brachytherapy sources that includes:

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

{1E1) Mathematics pertaining to the use and measurement of radioactivity; and
(v) Radiation biology; and

(i) 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
maedical institution, involving:

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

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

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

(V1) Using emergency procedures te control radicactive material; and

Has completed 3 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 U.S. Nuclear Regulatory Commission or Agreement State requirements, as
part of a formal training program approved by the Residency Review Committee for
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Radiation Oncology of the Accreditation Council for Graduate Medical Education or the
Royal College of Physicians and Surgeons of Canada or the Committee 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 attesiation, signed by 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, that the individual has satistactorily
completed the requirements in part (a)1, or parts (b}1 and 2 of this paragraph and has
achieved a level of competency sufficient to function independently as an authorized user
of manual brachytherapy sources for the medical uses authorized under Rule 0400-20-
07-.51.

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

0400-20-07-.60 Training for Ophthalmic Use of Strontium-90.

(1 Except as provided in Rule 0400-20-07-.26, a licensee shall require the authorized user of strontium-90
for ophthalmic uses authorized under Rule 0400-20-07-.51 10 be a physician whe:

(a) Is an authorized user under Rule 0400-20-07-.59 or equivalent Agreement State or U.S. Nuclear
Regulatory Commission requirements; or

® 1.

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

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

(iv) Radiation biology; and

Supervised clinical training in ophthalmic radiotherapy under the supervision of an
authorized user at a medical institution, clinic, or private practice that includes the use of
strontium-90 for the ophthalmic trealment of 5 individuals. This supervised clinical
training must involve:

(i) Examination of each individual lo be treated;

(i) Calculation of the dose to be administered,

{iip) Administration of the dose; and

(iv) Follow up and review of each individuals case history; and

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

achieved a leve! of competency sufficient to function independently as an authorized user
of strontium-90 for ophthalmic use.

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

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

§5-7039 (July 2010)

45 RDA 1693



A licensee shall use only sealed sources for diagnostic medical uses as approved in the sealed source and
device registry.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 el seq. and 4-5-201 et seq.
0400-20-07-.62 Training for Use of Sealed Sources for Diaghosis.

(1) Except as provided in Rule 0400-20-07-.26, a licensee shall require the authorized user of a diagnostic
sealed source for use in a device authorized under Rule 0400-20-07-.61 to he a physician, dentist, or

podiatrist who:

(a) Is certified by a specialty board whose certification process includes all of the requirements in
subparagraphs (b) and (c) of this paragraph and whose certification has been recognized by the
Division, the 1.5 Nuclear Regulatory Commission, or an Agreement State (The names of hoard
cerlifications which have been recognized by the U.S. Nuclear Regulatory Commission or an
Agreement State will be posted on the U.S. Nuclear Regulatory Commission's Web page); or

{b) Has completed 8 hours of c¢lassroom and laboratory training in basic radionuclide handling
techniques specifically applicable to the use of the device. The training must include:

1. Radiation physics and instrumentation;
2. Radiation protection;
3. Mathematics -pertaining to the use and measurement of radioactivity;
4, Radiation biology; and
{c) 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 el seq.

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

()] A licensee shall use sealed sources in photon emitting remote aftertoader units, teletherapy units, or
gamma stereotactic radiosurgery units for therapeutic medical uses:

(a) As approved in the sealed source and device registry; or

{b) In research in accordance wilh an active investigational device exemption (IDE) application
accepted by the Food and Drug Administration {(FDA) provided the requirements in 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.

0400-20-07-.64 Surveys of Patients and Human Research Subjects Treated with a Remote Afterloader Unit.

(1) Before reieasing a patient or a human research subject from licensee conirol, a licensee shall survey the
patient or the human research subject and the remote afterloader unit with a portable radiation detection
survey instrument to confirm that the source({s) has been removed from the patient or human research
subject and returned to the safe shielded position.

2) A licensee shall retain a record of these surveys in accordance with Rule 0400-20-07-.97.

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

0400-20-07-.65 Installation, Maintenance, Adjustment, and Repair.
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()

(4)

Only a person specificalty licensed by the Division, the U.S. Nuclear Regulatory Commission, or an
Agreement State shall instali, maintain, adjust, or repair a remote afterloader unit, telstherapy unit, or
gamma stereotactic radiosurgery unit that involves work on the source(s) shielding, the source(s) driving
unit, or other electronic or mechanical component that could expose the source(s), reduce the shielding
around the source(s), or compromise the radiation safety of the unit or the source(s).

Except for low dose-rate remote afterloader units, only a person specifically licensed by the Division, the
U.S. Nuclear Regulatory Commission, or an Agreement State shall install, replace, relocate, or remove a
sealed source or source contained in other remote afterloader units, teletherapy unils, or gamma
stereotactic radiosurgery units.

For a low dose-rale remote aftertoader unit, only a person specifically licensed by the Division, the U.S.
Nuclear Regulatory Commisston, or an Agreement State or an authorized medical physicist shail install,
replace, relocate, or remove a sealed source(s) contained in the unit.

A licensee shall retain a record of the installation, maintenance, adjustment, and repair of remote
afterloader units, teletherapy unils, and gamma stereotactic radiosurgery units in accordance with Rule
0400-20-07-.101.

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

0400-20-07-.66 Safety Procedures and Instructions for Remote Afterlcader Units, Teletherapy Units, and Gamma
Stereotactic Radiosurgery Unils.

(1

(3)

A licensee shall:

(a) Secure the unit, the console, the console keys, and the treatment room when not in use or
unattended;
(b) Permit only individuals approved by the authorized user, radiation safety officer, or authorized

medical physicist to be present in the treatment rocom during treatment with the source(s);

{c) Prevent dual operation of more than cne radiation producing device in a treatment room if
applicable; and

(d) Develop, implement, and maintain written procedures for responding to an abnormal situation
when the operator is unable to place the source(s) in the shielded position, or remove the patient
or human research subject from the radiation field with controls from oulside the freatment room.
These procedures must include:

1, instructions for responding to equipment failures and the names of the individuals
responsible for implementing corrective actions;

2. The process for restricting access to and posting of the lreatment area to minimize the
risk of inadverient exposure; and

3. The names and telephone numbers of the authorized users, the authorized medical
physicist, and the radiation salety officer to be contacted it the unit or console operates
abnormally.

A copy of the procedures required by subparagraph (1)(d) of this rule must be physically located at the
unit console. :

A licensee shall post instructions at the unit console to inform the operator of:
(a) The location of the procedures required by subparagraph (1)(d) of this rule; and

(b} The names and telephone numbers of the authorized users, the authorized medical physicist, and
the radiation safety officer to be contacted if the unit or console operates abnormally.
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(4)

(7

A licensee shall provide instruction, initially and at least annually, to all individuals who operate the unit,
as appropriate to the individual’'s assigned duties, im:

(a) The procedures identified in subparagraph (1)(d) of this rule; and
(b) The operating procedures for the unit.

A licensee shall ensure that operators, authorized medical physicists, and authorized users participate in
drills of the emergency procedures, initially and at least annually.

A licensee shall retain a record of individuals receiving instruction required by paragraph (4) of this rule, in
accordance with Rule 0400-20-07-.96.

A licensee shall retain a copy of the procedures required by subparagraphs (1}(d) and {4}(b) 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.

0400-20-07-.67 Safely Precautions for Remote Afterloader Unils, Teletherapy Units, and Gamma Stereotactic
Radiosurgery Units.

(1
(2)

3

(4)

(6)

A licensee shall control access 1o the treatment room by a door at each entrance.

A licensee shall equip each entrance to the treatment room with an electrical interlock system that will;

(a) Prevent the operator from initiating the treatment ¢ycle unless each freatment room entrance door
is closed;

(b) Cause the source(s) to be shielded when an entrance door is opened; and

{c) Prevent the source(s) from being exposed following an interlock interruption until all treatment

room entrance doors are closed and the source(s) on-off control is reset at the console.

A licensee shall require any individual entering the treatment room to assure, through the use of
appropriate radiation monitors, that radiation levels have returned to ambient levels.

Except for low-dose remote afterloader units, a licensee shall construct or equip each treatment room
with viewing and intercom systems to permit continuous observation of the patient or the human research
subject from the treatment console during irradiation.

For licensed activities where sources are placed within the patient's or human research subject’s body, a
licensee shall only conduct treatments which allow for expeditious removat of a decoupled or jammed
source.

In addition to the requirements specified in paragraphs (1) through (5) of this rule, a licensee shall:
(a) For low dose rate, medium dose-rate, and pufsed dose-rate remote afterloader units, require:

1. An authorized medical physicist and either an authorized user or a physician, under the
supervision of an authorized user, who has been trained in the operation and emergency
response for the unit to be physically present during the initiation of all patient treatments
involving the unit; and

2. An authorized medical physicist and either an authorized user or an individual, under the
supervision of an authorized user, who has been trained to remove the source
applicator(s) in the event of an emergency involving the unit, to be immediately available
during continuation of all patient treatments involving the unit.
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(7)

(b) For high dose-rate remote aftertoader units, require:

1. An authorized user and an authorized medical physicist lo be physically present during
the initiation of all patient freatments involving the unit; and

2. An authorized medical physicist and either an authorized user or a physician, under the
supervision of an authorized user, who has been trained in lhe operation and emergency
response for the unit, to be physically present during continuation of all patient treatments
involving the unit.

(c) For gamma stereotactic radiosurgery units, require an authorized user and an authorized medical
physicist to be physically present throughout all patient treatments involving the unit.

{d) Notify the radiation safety officer, or their designee, and an authorized user as soon as possible if
the patient or human research subject has a medical emergency or dies.

A licensee shall have emergency response equipment available near each treatment room to respond to
a source that inadvertently:

(a) Remains in the unshielded position; or

(b) Lodges within the patient following completion of the treatment,

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

0400-20-07-.68 Dosimetry Equipment.

1

()

(3)

Except for low dose-rate remote afterloader sources where the source output or activity is determined by
the manufacturer, a licensee shall have a calibrated dosimetry system available for use. To satisfy this
requirement, one of the following two conditions must be met:

(a) The system must have been calibrated using a system or source traceable to the National
Institute of Science and Technology (NIST) and published protocols accepted by nationally
recognized bodies; or by a calibration laboratory accredited by the American Association of
Physicists in Medicine (AAPM). The calibration must have been performed within the previous 2
years and after any setrvicing that may have affected system calibration; or

{b) The system must have been calibrated within the previous 4 years. 18 to 30 months after that
calibration, the system must have been intercompared with another dosimetry system that was
calibrated within the past 24 months by NIST or by a calibration laboratory accredited by the
AAPM. The results of the intercomparison must have indicated that the calibration factor of the
licensee’s system had not changed by more than 2 percent. A licensee may not use the
intercomparison resuit to change the calibration factor. When intercomparing dosimetry systems
to be used for calibrating sealed sources for therapeutic unils, the licensee shall use a
comparable unit with beam attenuators or collimators, as applicable, and sources of the same
radionuclide as the source used at the licensee’s facility.

A licensee shall have available for use a dosimelry system available for use for spot-check output
measurements, if applicable. To salisfy this requirement, the system may be compared with a system that
has been calibrated in accordance with paragraph (1) of this rule. This comparison must have been
performed within the previous year and after each servicing that may have affected system calibration.
The spot-check system may be the same system used to meet the requirement in paragraph (1) of this
rule.

A licensee shall retain a record of each calibration, intercomparison, and comparison in accordance with
Rule 0400-20-07-.103.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 ot seq. and 4-5-201 et seq.
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0400-20-07-.69 Full Calibration Measuremenls on Teletherapy Units.

(1

3

(4)

(7)

A licensee authorized to use a teletherapy unil for medical use shall perform full calibration
measurements on each teletherapy unit:

{a) Before the first medical use of the unit; and
(b) Before medical use under the following conditions:
1. Whenever spot-check measurements indicate that the output differs by more than 5

percent from the oulpul obtained at the last full calibration corrected mathematically for
radioactive decay;

2. Following replacement of the source or following reinstallation of the teletherapy unit in a
new location;
3. Following any repair of the teletherapy unit that includes removal of the source or major

repair of the components associated with the source exposure assembly; and
{c) At intervals not exceading 1 year.

To satisty the requirement of paragraph (1) of this rule, full calibration measurements must include
determination of:

(a) The output within +3 percent for the range of field sizes and for the distance or range of distances
used for medical use;

(b} The coincidence of the radiation field and the field indicated by the light beam localizing device;
(c) The uniformity of the radiation field and its dependence on the orientation of the useful beam;
(d) Timer accuracy and linearity over the range of use;

(e) On-off error; and

(f) The accuracy of all distance measuring and localization devices in medicat use.

A licensee shall use the dosimetry system described in paragraph (1) of Rule 0400-20-07-.68 to measure
the output for one set of exposure conditions. The remaining radiation measurements required in
subparagraph (2)(a) of this rule may ba made using a dosimetry system that indicates relative dose rates.

A licensee shall make full calibration measurements required by paragraph (1) of this rule in accordance
with published protocols accepted by nationally recognized bodies.

A licensee shall mathematicaltly correct the outputs determined in subparagraph (2)(a) of this rule for
physical decay for intervals not exceeding 1 month for cobalt-60, 6 months for cesium-137, or at intervals
consistent with 1 percent decay for all other nuclides.

Full calibration measurements required by paragraph (1) of this rule and physical decay corrections
required by paragraph (5) of this rule must be performed by the authorized medicat physicist.

A licensee shall retain a record of each calibration in accordance with Rule 0400-20-07-.104.

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

0400-20-07-.70 Full Calibration Measurements on Remote Afterloader Units.

(1)

A licensee authorized to use a remote afterloader unit for medical use shall perform full calibration
measurements on each unit:
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)

(6)

(7)

(8)

(9)

{a) Before the first medical use of the unit;
(b) ‘Before medical use under the following conditions:

1. Following replacement of the source or following reinstallation of the unit in a new
location outside the facility; and

2. Following any repair of the unit that includes removal of the source or major repair of the
components associated with the source exposure assembly; and

(€) At intervals not exceeding 1 calendar guarter for high dose-rate, medium dose-rate, and pulsed
dose-rate remote afterioader units with sources whose half-life exceeds 75 days; and

(&) At intervals not exceeding 1 year for low dose-rate remote afterloader units.

To salisfy the requirement of paragraph (1) of this rule, full calibration measurements must include, as
applicable, determination of;

{(a) The output wilthin +5 percent;

(b) Source positioning accuracy to within +1 millimeter;

{c) Source retraction with backup battery upon power failure;
{d) Length of the source transfer tubes;

(e) Timer accuracy and linearity over the lypical range of use;

) Length of the applicators; and
(@ Function of the source transfer tubes, applicators, and transfer tube-applicator interfaces.

A licensee shall use the dosimetry system described in paragraph (1) of Rule.0400-20-07-.68 to measure
the output.

A licensee shall make full calibration measurements required by paragraph (1) of this rule in accordance
with published protocols accepted by nationally recognized bodies.

In addition to the requirements for full calibrations for low dose-rate remote afterloader units in paragraph
(2) of this rule, a licensee shall perform an autoradiograph of the source(s) to verily inventory and
source(s) arrangement at intervals not exceeding ¥ calendar quarter.

For low dose-rate remote afterloader units, a licensee may use measurements provided by the source
manufacturer that are made in accordance with paragraphs (1) through (5} of this rule.

A licensee shall mathematically correct the outputs determined in subparagraph (2){a) of this rule for
physical decay at intervals consistent with 1 percent physical decay.

Full calibration measurements required by paragraph {1) of this rule and physical decay corrections
required by paragraph (7} of this rule must be performed by the authorized medical physicist.

A licensee shall retain a record of each calibration in accordance with Rule 0400-20-07-.104.

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

0400-20-07-.71 Full Calibration Measurements on Gamma Stereotaclic Radiosurgery Units.
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()

(4)

(5)

(6)

)

A licensee autherized to use a gamma stereotactic radiosurgery unit for medical use shall perform full
calibration measurements on each unit:

(a) Before the first medical use of the unit;
[{3)] Before medical use under the following conditions:
1. Whenever spot-check measurements indicale lhat the output differs by more than 5

percent from the oulput obtained at the last full calibration corrected mathematically for
radioactive decay;

2. Following replacement of the sources or following reinstallation of the gamma
stereotactic radiosurgery unit in a new location; and

3. Following any repair of the gamma stereotactic radiosurgery unit that includes removal of
the sources or major repair of the components associated with the source assembly; and

(©) At intervals not exceeding 1 year, with the exception that relative helmet factors need only be
determined before the first medical use of a helmet and following any damage to a helmet.

To satisfy the requirements of paragraph (1) of this rule, full calibration measurements must include
determination of:

(&) The output within 3 percent;

(b) Relalive helmet factors;

(c) Isocenter coincidence;

(d) Timer accuracy and linearity over the range of use;

(®) On-off error;

{f) Trunnion centricity,

{g) Treatment table retraction mechanism, using backup battery power or hydraulic backups with the
unit off;

(h) Helmel microswitches;

0] Emergency timing circuits; and

() Stereotactic frames and localizing devices (trunnions).

A licensee shall use the dosimetry system described in paragraph (1) of Rule 0400-20-07-.68 1o measure
the output for one set of exposure conditions. The remaining radiation measurements required in
subparagraph {2)(a) of this rule may be made using a dosimetry system that indicates relative dose rates.

A licensee shall make full calibration measurements required by paragraph (1) of this rule in accordance
with published protocols accepted by nationally recognized bodies.

A licensee shall mathematically correct the ouiputs determined in subparagraph (2){a) of this rule at
intervals not exceeding 1 month for coball-60 and at intervals consistent with 1 percent physical decay for
all other radionuctides.

Full calibration measurements required by paragraph (1) of this rule and physical decay corrections
required by paragraph (5) of this rule must be performed by the authorized medical physicist.

A licensee shall retain a record of each calibration in accordance with Rule 0400-20-07-.104.
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Authority: T.C.A. §§68-202-101 et seq., 68-202-201 ot seq. and 4-5-201 et seq.

0400-20-07-.72 Periodic Spot-Checks lor Teletherapy Units.

(1)

@)

(4)

(8)

(6)

A licensee authorized o use teletherapy units for medical use shall perform output spot-chaecks on each
leletherapy unit once in each calendar month that include determination of:

{a) Timer accuracy, and timer linearity over the range of use;

{b) On-off error;

(c) The coincidence of the radiation field and the field indicated by the light beam localizing device;
(d) The accuracy of all distance measuring and localization devices used for medical use;
(e) The output for one typical set of operating conditions measured with the dosimetry system

described in paragraph (2) of Rule 0400-20-07-.68; and

N The difference between the measurement made in subparagraph (e) of this paragraph and the
anticipated output, expressed as a percentage of the anticipated output (i.e., the value obtained
at last full calibration corrected mathematicaliy for physical decay).

A licensee shall perform measurements required by paragraph (1) of this rule in accordance with wrilten
procedures established by the authorized medical physicist. That individual need not actually perform the
spot-check measurements.

A licensee shall have the authorized medical physicist review the results of each spot-check within 15
days. The authorized medical physicist shall promptly notify the licensee as soon as possible in writing of
the results of each spot-check.

A licensee authorized to use a teletherapy unit for medical use shall perform safely spot-checks of each
teletherapy facility once in each calendar month and after each source installation lo assure proper
operation of:

(a) Electrical interlocks at each teletherapy room entrance;
(b) Electrical or mechanical stops installed for the purpose of limiting use of the primary beam of

radiation (restriction of source housing angulation or elevation, carriage or stand travel and
operation of the beam on-off mechanism);

(c) Source exposure indicator lights on the teletherapy unit, on the controf consale, and in the facility;
{d) Viewing and intercom systems;

(e) Treatment room doors from inside and outside the treatment room; and

() Electrically assisted treatment room doors with the teletherapy unit electrical power turned off.

i the results of the checks required in paragraph (4) of this rule indicate the malfunction of any system, a
licensee shall lock the control console in the off position and not use the unit except as may be necessary
to repair, replace, or check the malfunctioning system.

A licensee shall retain a record of each spot-check required by paragraphs {1) and (4) of this rule, in
accordance with Rule 0400-20-07-.105.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
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0400-20-07-.73 Periodic Spot-Checks for Remole Afterloader Units.

1

@

(3)

4)

(8)

(6)

A licensee authorized to use a remote afterloader unit for medical use shall perform spot-checks of each
remote alterloader facility and on each unit: .

(a) At the beginning of each day of use of a high dose-rate, medium dose-rate, or pulsed dose-rate
remote afterloader unit;

(b) Before each patient treatment with a low dose-rale remote afterloader unit; and

(c) After each source installation.

A licensee shall have the authorized medical physicist establish written procedures for performing the
spot-checks required in paragraph (1) of this rute. The authorized medical physicist need not actually
perform the spot-check measurements.

A licensee shall have the authorized medical physicist review the results of sach spol-check within 15
days. The authorized medical physicist shall notify the licensee as soon as possible in writing of the
results of each spot-check.

To satisfy the requirements of paragraph (1) of this rule, spol-checks must, at a minimum, assure proper
operation of;

(a) Electrical interlocks at each remote afterloader unit room entrance;

(9] Source exposure indicator lights on the remote afterloader unit, on the control console, and in the
facility;

(c) Viewing and intercom systems in each high dose-rate, medium dose-rate, and pulsed dose-rate

remote afterloader facility,

(d) Emergency response equipment;

(e) Radiation monitors used to indicale the source position;
N Timer accuracy;

(Q) Clock {date and time) in the unit's computer; and

(h) Decayed source(s) activily in the unit’'s computer.

If the results of the checks required in paragraph (4) of this rule indicate the malfunction of any system, a
licensee shall lock the control console in the off position and not use the unit except as may be necessary
to repair, replace, or check the malfunctioning system.

A licensee shall relain a record of each check required by paragraph (4) of this rule in accordance with
0400-20-07-.106.

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

0400-20-07-.74 Periodic Spot-Checks for Gamma Steriotactic Radiosurgery Units.

1)

A licensee authorized to use a gamma stereotactic radiosurgery unit for medical use shall perform spot-
checks of each gamma stereotactic radiosurgery facility and on each unit:

(a) Monthly;

{b) At the beginning of each day of use; and
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(©)

After each source installation.

(2} A licensee shall have the authorized medical physicist:

(a)

(b)

Establish writien procedures for performing the spot-checks required in paragraph (1) of this rule;
and

Review the rasults of each spot-check required by paragraph (1) of this rule within 15 days of the
check. The authorized medical physicist need not actually perform the spot-check measurements.
The authorized medical physicist shall notify the licensee as soon as possible, in writing, of the
results of the spot check.

3 To satisfy the requirements of subparagraph (1}(a} of this rule, spot-checks must, at a minimum:

(a)

(k)

Assure proper operation of:

1. Treatment table retraction mechanism, using backup battery power or hydraulic backups
with the unit off,

2. Helmet microswitches:

3. Emergency timing circuits; and

4. Stereotactic frames and localizing devices (trunnions).

Determine:

1. The output for one typical set of operating conditions measured with the dosimetry

system described in paragraph (2) of Rule 0400-20-07-.68;

2. The difference between the measurement made in part 1 of this subparagraph and the
anticipated outpul, expressed as a percentage of the anticipated output (i.e., the value
obtained at last full calibration corrected mathemalically for physical decay);

3. Source output against computer calculation;
4. Timer accuracy and linearity over the range of use;
5. On-off error; and
6. Trunnion centricity.
(4 To satisfy the reqi;irements of subparagraphs {1){b} and {c) of this rule, spot-checks must assure proper

operalion of:

(a)
(b)

(c)
(d)
(e)
()

Electrical interlocks at each gamma stereotactic radiosurgery room entrance;

Source exposure indicator lights on the gamma stereotactic radiosurgery unit, on the control
console, and in the facility;

Viewing and intercom systems;
Timer {ermination;
Radiation monitors used lo indicate room exposures; and

Emergency off buttons.
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(5)

(6)

@)

A licensee shall arrange for the repair of any system identified in paragraph (3) of this rule that is not
operating properly as soon as possible.

If the resuits of the checks required in paragraph (4) of this rule indicate the malfunction of any system, a
licensee shall lock the control console in the off position and not use the unit except as may be necessary
to repair, replace, or check the malfunctlioning system.

A licensee shall retain a record of each check required by paragraphs (3) and (4) of this rule in
accordance with 0400-20-07-.107.

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

0400-20-07-.75 Additicnal Technical Requirements for Mobile Remote Afterloader Units.

(1)

(3)

(4)

()

A licensee providing mobile remote afterloader service shall:

(a) Check survey instruments before medical use at each address of use or on each day of use,
whichever is more frequent; and

(D) Account for all sources before departure from a client's address of use.
in addition to the periodic spot-checks required by Rule 0400-20-07-.73, a licensee authorized to use

mobile afterloaders for medical use shall perform checks on each remote afterloader unit before use at
each address of use. Ata minimum, checks must be made to verify the operation of:

(a) Electrical interlocks on treatment area access points;

() Source exposure indicator lights on the remote afterloader unit, on the control console, and in the
facitity;

{c) Viewing and intercom systems;

(d) Applicators, source transfer tubes, and transfer tube-applicator interfaces;

(e) Radiation monitors used to indicate room exposures;

{f) Source positioning (accuracy); and

() Radiation monitors used to indicate whether the source has returned to a safe shielded position.

In addition to the requirements for checks in paragraph (2) of this rule, a licensee shall ensure overall
proper operation of the remote aflerloader unit by conducting a simulated cycle of lreatment before use at
each address of use.

if the resulls of the checks required in paragraph (2) of this rule indicate the malfunction of any system, a
licensee shall lock the control console in the off position and not use the unit except as may be necessary
to repair, replace, or check the malfunctioning system.

A licensee shall retain a record of each check required by paragraph (2) of this rule in accordance with
Rule 0400-20-07-.108.

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

0400-20-07-.76 Radiation Surveys.

M

In addition to the survey requirement in Rule 0400-20-05-.70, a person licensed under this Chapter shall
make surveys to ensure that the maximum radiation levels and average radiation levels from the surface
of the main source safe with the source(s) in the shielded position do not exceed the levels stated in the
sealed source and device registry.
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(2) A licensee shall make lhe survey required by paragraph (1) of this rute at installation of a new source and
following repairs to the source(s) shielding, the source(s) driving unit, or other electronic or mechanical
component thal could expose the source, reduce the shielding round the source(s), or compromise the
radiation safety of the unit or the source(s).

(3) A licensee shall retain a record of the radiation surveys required by paragraph (1) of this rule in
accordance with Rule 0400-20-07-.108.

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

0400-20-07-.77 Five Year Inspection for Teletherapy Units 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 not to exceed & years, whichever comes first, to assure

proper functioning of the source exposure mechanism.

(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 Slate,

(3) A licensee shall keep a record of the inspection and servicing in accordance with Rule 0400-20-07-.110.
Authority: T.C.A. §8§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

0400-20-07-.78 Therapy-Related Computer Systems.

)] A licensee shall perform or shall verify and maintain documentation of acceptance testing on the

treatment planning system in accordance with published protocols accepted by nationally recognized
bodies. At a minimum, the acceptance testing must include, as applicable, verification of;

{a) The source-specific input parameters required by the dose calculation algorithm;

(D) The accuracy of dose, dwell time, and {reatment time calculations at representative points;

{c) The accuracy of isodose plots and graphic displays;

{(d) The accuracy of the software used to determine sealed source positions from radiographic
images; and

{e) The accuracy of electronic transfer of the treatment delivery paramaeters to the treatment delivery

unit from the treatment planning system.
Authority; T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.79 Reserved.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq,

0400-20-07-.80 Training for Use of Remote Afterlcader 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 he a physician who:

(a) is cettitied by a medical specialty board whose certification process has been recognized by the
Division, the U.S. Nucltear Regulatory Commission, or an Agreement State and who mests the
requirements in part (b}3 and subparagraph (c) of this paragraph. To be recognized, a specialty
board shall require all candidates for certification to:
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Successfully complete a minimum of 3 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 Post-Graduate Training of the American Osteopalhic Assoctation; and

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

Has completed a slructured educational program in basic radionuclide techniques
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:
)] Radiation physics and instrumentation;
(I Radiation protection;

{1 Mathematics pertaining to the use and measurement of radicactivity; and
{1V} Radiation biology; and

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

N Reviewing full calibration measurements and periodic spol-checks;
{in Preparing treatment plans and calculating treatment doses and times;

{1E1) Using administrative controls to prevent a misadministration involving the
use of radicactive material,

(iv) Implementing emergency procedures to be foltowed 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 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 lraining 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 Commiltee 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 part (a)1 of this paragraph or part 1 of this subparagraph, and part 2 of
this subparagraph and subparagraph (c) of this rule and has achieved a leve! of
competency sufficient to function independently as an authorized user of each type of
therapeutic medical unit for which the individual is requesting authorized user status. The
written altestation must be signed by a precepior authorized user who meeis the
requirements in this rule, Rule 0400-20-07-.26, or equivalent U.S. Nuclear Regulatory
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Commission or Agreement Slate requirements for an authorized user for each type of
therapeutic medical unit for which the individual is requesting authorized user status; and

(c) Has received training in device operatlion, safely 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 el seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.81 Other Medical Uses of Radioactive Material or Radiation from Radioactive Material.

&) A licensee may use radicactive material or a radiation source approved for medical use that is not
specifically addressed in this rule if:

(a) The applicant or licensee has submitted the information required by paragraphs (2}, (3), and (4)
of Rule 0400-20-07-.11; and

(b) The applicant or licensee has received written approval from the Division in a license or license
amendment and uses the material in accordance with the regulations and specific conditions the
Division considers necessary for the medicat use of the material.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 el seq.
0400-20-07-.82 Records of Authority and Responsibilities for Radiation Protection Programs.

) 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 5 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 Commitlee 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.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.83 Records of Radiation Protection Program Changes.

A licensee shall retain a record of each radiation protection program change made in accordance with paragraph
(1) of Rule 0400-20-07-.18 for 5 years. The record must include a copy of the old and new procedures; the
effective date of the change; and the signature of the licensee management that reviewed and approved the
change.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 el seq.
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0400-20-07-.84 Records of Written Directives.

A licensee shall retain a copy of each wriften directi\;e as required by Rule 0400-20-07-.20 for 3 years.
Authority; T.C.A. §§68-202-101 et seq., 68-202-201 el seq. and 4-5-201 et seq.

0400-20-07-.85 Reserved.

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

0400-20-07-.86 Reserved.

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

0400-20-07-.87 Records of Calibrations of Instruments Used to Measure the Activity of Unsealed Radioactive
Matertal.

A licensee shall maintain a record of instrument calibrations required by Rule 0400-20-07-.28 for 3 years. The
records must include the model and serial number of the instrument, the date of the calibration, the results of the
calibration, and the name of the individual who performed the calibration.

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

0400-20-07-.88 Records of Survey Instrument Calibrations.

A licensee shall maintain a record of radiation survey instrument calibrations required by Rule 0400-20-07-.29 for
3 years. The record must include the model and serial number of the instrument, the date of the calibration, the
results of the calibration, and the name of the individua! who performed the calibration.

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

0400-20-07-.89 Records of Dosages of Unsealed Radioactive Material for Medical Use.

A Hcensee shali maintain a record of dosage determinations required by Rule 0400-20-07-.30 for 3 years. The
record must contain the radicaclive drug; the patient's or human research subject’'s name, or identification number
if one has been assigned; prescribed dosage; the determined dosage, or a notation that the total activity is less
than 1.1 megabecquerel (30 pCi); the date and time of the dosage determination; and the name of the individual
who determined the dosage.

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

0400-20-07-.90 Reserved.

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

0400-20-07-.91 Records of Surveys for Ambient Radialion Exposure Rate.

A licensee shall retain a record of each survey required by Rule 0400-20-07-.34 for 3 years. The record must
include the date of the survey, the results of the survey, the instrument used to make the survey, and the name of
the individual who performed the survey.

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

0400-20-07-.92 Records of the Release of Individuals containing Unsealed Radicactive Material or Implants
Containing Radigactive Material,

(1) A licensee shall retain a record, signed by the authorized user, of the basis for authorizing the release of
an individual, for 3 years after the date of release.
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(2) A licensee shall refain a record, for 3 years after the date of release, thatl the instructions required by
paragraph (2) of Rule 0400-20-07-.35 were provided to a breast-feeding woman.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 ef seq. and 4-5-201 et seq.
0400-20-07-.93 Records of Mobile Medical Services.

(1) A licensee shall retain a copy of each letter that permits the use of radioactive material at a client’s
address, as required by subparagraph (1)(a) of Rule 0400-20-07-.36, Each letter must clearly delineate
the authority and responsibility of the licensee and the client and must be retained for 3 years after the
last provision of service.

(2) A licensee shall retain the record of each survey required by subparagraph {(1)(d) of Rule 0400-20-07-.36

for 3 years. The record must inciude the date of the survey, the results of the survey, the instrument used
to make the survey, and the name of the individual who performed the survey.

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

0400-20-07-.94 Records of Decay-in-Storage.

A licensee shall maintain records of the disposal of licensed materials, as required by Rule 0400-20-07-.37, for 3
years. The record must include the date of the disposal, the survey instrument used, the background radiation

level, the radiation level measured at the surface of each wasle container, and the name of the individual who
performed the survey.

Authority: T.C.A. §§68-202-101 et seq., 6B-202-201 et seq. and 4-5-201 et seq.

0400-20-07-.95 Records of Radionuctide Contaminants.

A licensee shall maintain a record of the radionuclide contaminant concentration tests required by Rule 0400-20-
07-.41 for 3 years. The record must include, for each measured elution of radionuclide used to prepare a
radioactive drug, the ratio of the measures expressed as kilobecguerel of contaminant per megabecquerel of
desired radionuclide (microcuries/millicurie), or microgram of contaminant per megabecquerel of desired

radionuclide (microgram/millicurie), the time and date of the measurement, and the name of the individual who
made the measurement.

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

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 years. The record must include a list of the topics
covered, the date of the inslruction, the name(s) of the atlendee(s), and the name(s) of the individual(s) who
provided the instruction.

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

0400-20-07-.97 Records of Radialion Surveys of Patients and Human Research Subjects.

A licensee shall maintain a record of the surveys required by Rules 0400-20-07-.52 and 0400-20-07-.64 for 3
years. Each record must include the date and results of the survey, the survey instrument used, and the name of
the individual who made the survey.

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

0400-20-07-.98 Records of Brachytherapy Source Accountability.
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(1) A licensee shall maintain a record of brachytherapy source accountability required by Rule 0400-20-07-
.53 for 3 years.

(2) For temporary implants, the record must include:

(a) The number and activity of sources removed from storage, the time and date they were removed
from storage, the name of the individual who removed them from storage, and the location of use;
and

(3] The number and activity of sources returned to storage, the time and date they were returned to

storage, and the name of the individual who returned them to storage.
{3) For permanent implants, the record must include:

(a) . The number and activity of sources removed from storage, the date they were removed from
slorage, and the name of the individual who removed them from storage; :

(b) The number and activity of sources not implanted, the date they were returned to storage, and
the name of the individual who returned them to storage; and

{c) The number and activily of sources permanently implanted in the patient or hurman research
subject.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.99 Records of Calibration Measurements of Brachytherapy Sources.

A licensee shall maintain a record of the calibrations of brachytherapy sources required by Rule 0400-20-07-.56
for 3 years after the last use of the source. The record must include the date of the calibration; the manutacturer's
name, model number, and serial number for the source and the instruments used to calibrate the source; the
source oulput or activity; the source positioning accuracy within the applicators; and the signature of the
authorized medical physicist.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.100 Records of Decay of Strontium-90 Sources for Ophthalmic Treatments.

A licensee shall maintain a record of the activily of a strontium-90 source required by Rule 0400-20-07-.56 for the
life of the source. The record must include the date and initial activity of the source as determined under Rule
0400-20-07-.586, and for each decay calculation, the date, the source activity, and the signature of the authorized
medical physicist.

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

0400-20-07-.101 Records of Instaliation, Maintenance, Adjustment, and Repair or Remote Afterioader Units,
Teletherapy Units, and Gamma Slereotactic Radiosurgery Units.

A licensee shall retain a record of the installation, maintenance, adjusiment, and repalr of remote afterioader
units, teletherapy units, and gamma stereotactic radiosurgery units as required by Rule 0400-20-07-.65 for 3
years. For each installation, maintenance, adjustment and repair, the record must include the date, description of
the service, and name(s) of the individual(s) who performed the work.

Authority: T.C.A. §§68-202-101 el seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.102 Records of Salety Procedures.
A licensee shall retain a copy of the procedures required by subparagraphs {1){(d) and (4}{b) of Rule 0400-20-07-

.66 untit the licensee no longer possesses the remote afterloader, teletherapy unit, or gamma stereotactic
radiosurgery unit.
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Authority: T.C.A. §§68-202-101 el seq., 68-202-201 et seq. and 4-5-201 et seq.

0400-20-07-.103 Records of Dosimetry Equipment.

(1) | A licensee shall retain a record of the calibration, intercomparison, and comparisons of its dosimetry
equipment done in accordance with Rule 0400-20-07-.68 for the duration of the license.

(2} For each calibration, intercomparison, or comparison, the record must include:
{a) The date;

(b)

(c)

(d)

The manufacturer's name, model numbers and serial numbers of the instruments that were
calibrated, intercompared, or compared as required by paragraphs (1) and (2} of Rule 0400-20-
07-.68;

The correction factor that was determined from the calibration or comparison or the apparent
correction factor that was determined from an intercomparison; and

The names of the individuals who performed the calibration, intercomparison, or comparison.

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

0400-20-07-.104 Records of Teletherapy, Remote Alterloader, and Gamma Stereotactic Radiosurgery Full

Calibrations.

(1) A licensee shall maintain a record of the leletherapy unit, remote afterloader unit, and gamma stereotactic
radiosurgery unit full calibrations required by Rules 0400-20-07-.69, 0400-20-07-.70, and 0400-20-07-.71
for 3 years.

(2) The record must include:

(a) The date of the calibration;

() The manufacturer's name, model number, and serial number of the teletherapy, remote
afterloader, and gamma stereotactic radiosurgery unit(s), the source(s), and the instruments used
to calibrate the unit{s);

(c) The results and an assessment of the full calibrations;

The results of the autoradiograph required for low dose-rate remole afterloader units; and

The signature of the authorized medical physicist who performed the full calibration.

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

0400-20-07-.105 Records of Periodic Spot-Checks for Teletherapy Unils.

{1 A licensee shall retain a record of each pericdic spot-check for teletherapy units required by Rule 0400-
20-07-.72 for 3 years.

(2) The record must include:

(@)
(b)

()

The date of the spot-check;

The manufacturer's name, model number, and serial number of the teletherapy unit, source and
instrument used to measure the output of the teletherapy unit;

An assessment of timer linearity and constancy;
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(d)
(e)

(9)
(h)

(i)

The calculated on-off error;

A determination of the coincidence of the radiation field and the field indicated by the light beam
localizing device;

The determined accuracy of each distance measuring and localization device;
The difference between the anticipated outpul and the measured output;

Notations indicating the operability of each entrance door electrical interlock, each electrical or
mechanical stop, each source exposure indicator light, and the viewing and intercom system and
doors; and ’

The name of the individual who performed the pericdic spot-check and the signature of the
authorized medical physicist who reviewed the record of the spot-check.

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

0400-20-07-.106 Records of Periodic Spot-Checks for Remote Afterloader Units.

(1) A licensee shall retain a record of each spot-check for remote afterloader units required by Rule 0400-20-
07-.73 for 3 years.

2) The record must include, as applicable:

(a)
{b)

()

The date of the spot-check;

The manufacturer's name, model number, and serial number for the remote afterloader unit and
source;

An assessment of timer accuracy,

Notations indicating the operability of each entrance door electrical interlock, radiation monitors,
source exposure indicator lights, viewing and intercom systems, and clock and decayed source
activily in the unit’'s computer; and

The name of the individual who performed the periodic spot-check and the signature of the
authorized medical physicist who reviewed the record of the spot-check.

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

0400-20-07-.107 Records of Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units.

(1) A licensee shall retain a record of each spot-check for gamma stereotactic radiosurgery units required by
Rule 0400-20-07-.74 lor 3 years.

(2) The record must inciude:

(a)
(b)

{c)
{d)
(e}

The date of the spot-check;

The manufacturer's name, model number, and serial number for the gamma stereotactic
radiosurgery unit and the instrument used to measure the output of the unit;

An assessment of timer linearity and accuracy;
The calculated on-off error;

A determination of trunnion centricity;
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(f)
(9)
(h)

()

The difference between the anticipated output and the measured output;
An assessment of source output against computer calculations;

Notations indicating the operability of radiation monitors, helmel microswitches, emergency timing
circuits, emergency off bultons, electrical interfocks, source exposure indicator lights, viewing and
intercom systems, timer termination, treatment table retraction mechanism, and stereotactic
frames and localizing devices (trunnions}; and

The name of the individual who performed the periodic spot-check and the signature of the
authorized medical physicist who reviewed the record of the spot-check.

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

0400-20-07-.108 Records of Additional Technical Reauirements for Mobile Remote Afterloader Uniis.

(1 A licensee shall retain a record of each check for mobile remote afterloader units required by Rule 0400-
20-07-.75 for 3 years.

(2) The record must include:

(a)
(b)
(©)
(d)

(e)

The date of the check;

The manufaciurer’'s name, model number, and serial number of the remote afterfoader unit;
Notations accounting for all sources before the licensee departs from a facility;

Notations indicating the operability of each entrance door electrical interfock, radiation monitors,
source exposure indicator lights, viewing and intercom system, applicators, source transfer tubes,

and transfer tube applicator interfaces, and source positioning accuracy; and

The signature of the individual who performed the check.

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

0400-20-07-.109 Records of Surveys of Therapeutic Treatment Units.

{(t) A licensee shall maintain a record of radiation surveys of trealment units made in accordance with Rule
0400-20-07-.76 for the duration of use of the unit.

{2) The record must include:

(a)
(b)

(c}

(d)

The date of the measurements;

The manufacturer's name, model number and serial number of the treatment unit, source, and
instrument used to measure radiation levels;

Each dose rate measured around the source while the unit is in the off position and the average
of all measurements; and

The signature of the individual who performed the test.

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

0400-20-07-.110 Records of Five-Year inspection for Teletherapy and Gamma Sterectactic Radiosurgery Units.

(1) A licensee shall maintain a record of the 5-year inspections for teletherapy and gamma stereotactic
radiosurgery units required by Rule 0400-20-07-.77 for the duration of use of the unit.
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(2) The record must contain:
{a) The inspector's radioactive materials license number;

{b) The date of inspection;

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

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

(e) 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.
0400-20-07-.111 Records of Leak Tesls and Inventory of Sealed Sources and Brachylherapy Sources.

(1) A licensee shall retain records of leak tests required by paragraph (2) of Rule 0400-20-07-.32 for 3 years.
The records must include the model number, and serial number if one has been assigned, of each source
tested; the identity of each source by radionuclide and its estimated aclivity; the results of the test; the
date of the test; and the name of the individual who performed the test.

(2) A licensee shall retain records of the semi-annual physical inventory of sealed sources and brachytherapy
sources required by paragraph (5) of Rule 0400-20-07-.32 for 3 years. The inventory records must
contain the model number of each source, and serial number if one has been assigned, the identity of
each source by radionuclide and its nominal activily, the.location of each source, and the name of the
individual who performed the inventory.

Authority: T.C.A. §§68-202-101 el seq., 68-202-201 et seq. and 4-5-201 et seq.
0400-20-07-.112 Records for Procedures for Administrations Requiring a Written Directive.

A licensee shall retain a copy of the procedures required by paragraph (1) of Rute 0400-20-07-.21 for the duration
of the license.

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

0400-20-07-.113 Report of a Leaking Source.

A licensee shall file a report within 5 days if a leak lest required by Rule 0400-20-07-.32 reveals the presence of
185 Bq (0.005 pCi) or more of removable contamination. The report must be filed with the Division, and sent to
the Division at the address listed in subparagraph (1}{c) of Rule 0400-20-04-.07. The writien repart must include
the model number and serial number if assigned, of the leaking source; the radionuclide and its estimated activily;
the resuiis of the test; the date of the test; and the action taken.

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

One copy of a document containing responses to comments made at the public hearing must accompany the
filing pursuant to T.C.A. §4-5-222. Agencies shall include only their responses to public hearing comments, which
can be summarized. No letters of inquiry from parties questioning the rule will be accepted. When no comments
are received at the public hearing, the agency need only draft a memorandum stating such and include it with the
Rulemaking Hearing Rule filing. Minutes of the meeting will not be accepted. Transcripts are not acceptable.

No comments were received during the comment period,
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Regulatory Flexibility Addendum

Pursuant o T.C.A. § 4-5-401 through 4-5-404, prior 1o initiating the rule making process as described in T.C.A,
§ 4-5-202(a)(3) and T.C.A. § 4-5-202(a), all agencies shall conduct a review of whether a proposed rule or rule
affects small businesses.

{If applicable, insert Regulatory Flexibility Addendum here)

(1)

(2)

4

6

(6)

The type or types of small business and an identification and estimate of the number of small businesses
subject to the proposed rule that would bear the cost of, or directly benefit from the proposed rule:

This rulemaking that changes the rule numbers from Chapter 1200-20-07 and that makes other
housekeeping changes makes no substantive changes. Therefore, there is no impact on small business.

The projecled reporting, recordkeeping, and other administrative costs required for compliance with the
proposed rule, including the type of professional skills necessary for preparation of the report or record:

There are no projected additional reporting, recordkeeping or administrative costs as a resuit of this
rulernaking.

A statement of the probable effect on impacted small businesses and consumers:

There is no expected adverse affect on small businesses as a result of this rulemaking.

A description of any less burdensome, less intrusive or less costly alternative methods of achieving the
purpose and objectives of the proposed rule that may exist, and to what extent the alternative means
might be less burdensome to small business:

The Department is unaware of alternatives to the proposed rules.

A comparison of the proposed rule with any federal or state counterparts:

There is no exact match with any federal cor stale counterparts,

Analysis of the effect of the possible exemption of small businesses from all or any part of the
requirements contained in the proposed rule.

Due to the administrative nature of this rulemaking small businesses could not be exempt from this
rulemaking.
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Impact on Local Governments
Pursuant to T.C.A. 4-5-220 and 4-5-228 “any rule to proposed to be promulgated shall state in a simple
declarative sentence, without additional comments on the merits of the policy of the rules or regulation, whether

the rule or regulation may have a projected impact on local governments.” (See Public Chapter Number 1070
(http://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

The Department does not anticipate that these amended rules will have a financial impact on local governments.
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Additional Information Required by Joint Government Operations Committee
All agencies, upon filing a rule, must also submit the following pursuant to TCA 4-5-226(1)(1).

(A) A brief summary of the rule and a description of alf relevant changes in previous regulations effectuated by
such rule;

These rulemaking changes reflect a reorganization of all TDEC rules in order to be more logical and user
friendly. This rulemaking affects Chapters 1200-02-04, 1200-02-05, 1200-02-06, 1200-02-07, 1200-02-08, 1200-
02-09, 1200-02-10, 1200-02-11 and 1200-02-12. lts various additions and modifications will incorporate:

a. Changes to the numbering designation of Radiological Health rules from 1200-02 to 0400-20.

b. Caorrecting typographical errors throughout alt Chapters.

c. Deleling obsolete language.

(B) A citation to and brief description of any federal law or regulation ar any state law or regulation mandating
promulgation of such rule or establishing guidelines relevant thereto;

These rules are promulgated under the authorities of T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq. and 4-5-
201 et seq.

(C) Identification of persons, organizations, corporations or governmental entities most directly affected by this
rule, and whether those persons, organizations, corporations or governmental entilies urge adoption or
rejection of this rule;

Al licensees and Registrants will be affected by these amendments. The Division did not receive any
comments urging the adoption or rejection of these amendments.

(D) [dentification of any opinions of the attorney general and reporter or any judicial ruling thal directly relates to
the rule;

[ The Department is not aware of any. |

{E) An estimate of the probable increase or decrease in state and local government revenues and expenditures,
if any, resulting from the promulgation of this rufe, and assumptions and reasoning upon which the estimate
is based. An agency shalil not state that the fiscal impact is minimal if the fiscal impact is more than two
percent (2%) of the agency's annual budget or five hundred thousand dollars ($500,000), whichever is less;

| The Department is not aware of any. |

(F) Identification of the appropriate agency representative or representatives, possessing substantial knowledge
and understanding of the rule;

Beth Murphy

Division of Radiological Health

3rd Floor L & C Tower 401 Church Street
Nashville, Tennessee 37243-1532

(G) Identification of the appropriate agency representative or representatives who will explain the rule at a
scheduled meeting of the committess;

Alan M. Leiserson
Legal Services Director
Office of General Counsel
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(H) Oiffice address, telephone number, and email address of the agency representalive or representatives who
will explain the rule at a scheduled meeling of the committees; and

Office of General Counsel

Tennessee Department of Environment and Conservation
20" Floor L & C Tower

Nashville, Tennessee 37243-1548

(615) 532-0131

Alan.Leiserson @in.gov

() Any additional information relevant to the rule proposed for continuation that the committee requests.

[ The Deparlment is not aware of any.
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Environment and Conservation
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Beth Murphy
3" Floor L&C Annex
401 Church Street
Nashville, Tennessee
Zip: 37243-1532
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Amendment

New
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additional tables to accommodate multiple chapters. Please enter only ONE Rule Number/Rule Title per row)

| Chapter Number Chapter Title

' 0400-20-07 | Use of Radionuclides in the Healing Arts Dy
y 'Rule Number | Rule Title - - |
' 0400-20-07-.01 Purpose B - - ’ |
| 0400-20-07-.02 | Scope - S -

| 0400-20-07-03 | Reserved - -

| 0400-20-07-04 | Reserved e e S e T

| 0400-20-07-.05 | Definitions N

[ 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
0400-20-07-.19
0400-20-07-.20

| 0400-20-07-.21
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' Maintenance of Records
' Implementation
’ | License Required
Appllcatlon for License, Amendment, or Renewal
\ Reserved
' License Amendment
| Notification
| Exemptions Regarding Specific Licenses of Broad Scope
License Issuance and Specific Exemptions
Authonty and Responsibilities for the Radiation Protection Programs
| Radiation Protection Program Changes
' Supervision
Written Directives
| Procedures for Administrations Requiring a Written Directive
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. 0400-20-07-22

0400-20-07-25 |

- 0400-20-07-23
| 0400-20-07-.24

. 0400-20-07

0400-20-07-.26

0400-20-07-.27

0400-20-07-28

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

!

! Suppliers for Sealed Sources or Devices for MedicalUse
‘Training for 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 User, and Nuclear Pharmagcist

 Recentness of Training :
“Possession, Use, and Calibration of Instruments Used to Measure the Activity of Unsealed .
Radloactwe Material

0400-20-07-31 |
- 0400-20-07-.32

| 0400-20-07-.33
| 0400-20-07-.34
| 0400-20-07-.35
' 0400-20-07-.36

37

. 0400-20-07-.38

| 0400-20-07-39 |

© 0400-20-07-.40

- 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

6400200748

0400-20-07-49

| 0400-20-07-51
0400-20-07-52

- 0400-20-07-.53
- 0400-20-07-.54

0400-20-07-.55

| 0400-20-07-.59
' 0400-20-07-.60
- 0400-20-07-.61

0400-20-07-.62

- 0400-20-07-67

SS5-7039 (July 2010)

0400-20-07-63

Radioactive Contaminants

LabeEmg of Vials and Syrmges_ ___________
_Surveys of Ambient Radiation Dose Rate and Contammatlon

| Release of Individuals Containing Radioactive Drugs or Implants
of Mobile Medical Service
torage

se of Unsealed Radioactive Material for Uptake, Dilution, and Excretion Studies for Wh:ch
a Written Directive is Not Required :
Training for Uptake Dilution, and Excretion ¢ Studles
Use of Unsealed Radioac

ecay-

Material for imaging and Localization Studies for Whicha
Written Directive is Not Required

Reserved

| Training for Imaging and Localization Studies _ '
_Use of Unsealed Radioactive Material for Which a Written Directive is Required

' Safety i

ruct:on
Safety Precautaons

. 0400-20-07-.64

0400-20-07-65__

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

‘Training for the Oral Administration of Sodium lodine I-131 Requiring a Written Directive in

Quantities Less Than or Equal to 1.22 Gigabecquerels (33 Millicurries)

‘Training for the Oral Administration of Sedium lodine 1-131 Requiring a Written Directive m" R

Quantities Greater Than 1.22 Gigabecquerels (33 Millicurries)

ITraining for the Parenteral Administration of Unsealed Radioactive Material Requ:rmg a
1 Written Directive
| Useof S
| Surveys After Source Implant and Removal

led Sources for Manual Brachytherapy

Brachytherapy Source Accountability
Safety Instruction

“ | Safety | Precautions for Patients or Human Research Subjects Receiving Brachytherapy
0400-20-07-.56 |

easurement of Brachytherapy Sources ,
tium-90 Sources for Ophthalmic Treatments

Calibrati
Decay 0

| Therapy Refated Computer Systems

" Training for Ophthaimic Use of Strontium-90
. Use of Sealed Sources for Diagnosis

Trammg 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

- 0400-20-07-.66

Safety Procedures and Instructions for Remote Afterioader Units, Teletherapy Units and .
| Gamma Stereotactic Radiosurgery Units
" Safety Precautions for Remote Afterloader Units, Teletherapy Units, and Gamima

| Stereotactic Radiosurgery Units
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_0400 -20- 07 70
| 0400-20-07-71

- 0400-20-07-72
' 0400-20-07-.73

‘Full Calibration Measurements on Teletherapy Units

| Full Calibration Measurements on Remote Afterloader Units s
Full Calibration Measurements on Gamma Stereotactic Radlosurgery Units \
‘Periodic Spot-Checks for Teletherapy Units

Periodic Spot-Checks for Remote Afterloader Units

-~ 0400-; )
0400-20-07-.92

0400-20-07-74 |

0400-20-07-.75

_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

70400-20-07-83__ |
0400-20-07-.84

)0-20-07-.85

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

' 0400-20-07-.88

_Radiation Surveys -
| Five-Year lnspectlon for Teletherapy and Gamma Stereotactic 'Radiosurgery Units

Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units
Additienal Technical Requnrements for Mobiie Remote Afterloader Units

'"Tralnmg for Use of Remote Afterloader Units, 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 Materlai

0400-20-07-.89

‘Records of Dosages of Unsealed Radioactive Material for Medical Use

0400-20-07-.90

Reserved

-20-07-.91

Records of Surveys for Ambient Radiation Exposure Rate

" Records of the Release of Individuals Containing Unsealed Radioactive Material or |

Implants Containing Radioactive Material

- 0400-20-07-.93

1 0400-20-07-94 |
0400-20-07-.95

Records of Administrative and Technical Requwements That Apply to the Provisions of
Mobile Services e

Records of Decay-in-Storage -

Records of Radlonuchde Contamlnants

0400-20-07-.96

Records of Safety Instruction and Training

| Records of Radiation Surveys of Patients and Human Research Subjects

Records of Brachytherapy Source Accountability

' 0400-20-07-. 100 'F

0400 20-07-.101

o4oou20 07-.102

| 0400-20-07-.103 | | _
" Records of Teletherapy, Remote Afterloader, and Gamma Stereotactic Radiosurgery Full

‘Calibrations

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

Records of Calibration Measurements of Brachytherapy Sources -
Records of Decay of Strontium-90 Sources for Ophthalmic Treatments

Records of Instaliation, 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 Periodic Spot-Checks for Teletherapy Units

'Records of Penodtc Spot. Checke for Romota ARrisadar g™

Records of Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units

"Records of Additional Technical Requirements for Mobile Remote Afterloader Units

Records of Surveys of Therapeutic Treatment Units

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

- 0400-20-07-.111

0400-20-07-112_ |

0400 -20- 07 13

'Report of Procedures for Administrations Requiring a Written Directive
‘Report of a Leaking Source

_ Chapter Number
1200-02- 07

' Rule Number
$5-7039 (July 2010)

. Chapter Title T

Use of Radionuclides in the Healing Arts
RuleTitle
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T ——————
1200-02-07-.02 | Scope

1200-02-07-.03 | Repealed
- 1200-02-07-.04 | Repealed
. 1200-02-07-.05 ___' Definitions -
| 1200-02-07-.06 Other Federal and State Requirements

1200-02-07-.07 | Provisions for the Protection of Human Research Subjects
' 1200-02-07-.08 | Maintenance of Records

- 1200-02-07-.09 _ﬁ,e Implementaton
- 1200-02-07-.10 | License Required

71200-02-07-11 | Application for License, Amendment, or Renewal

- 1200-02-07-.12. ;j Reserved

1200-02-:07-13 _ | License Amendment
- 1200-02-07-.14 | Notification

- 1200-02-07-15
' 1200-02-07-.16
| 1200-02-07-17

Exemptions Regarding Specific Licenses of Broad Scope
i License Issuance and Specific Exemptions S
; Authority and Responsibilities for the Radiation Protection Programs

1200-02-07-.18 | Radiation Protection Program Changes

- 1200-02-07-.19 Superwsmn i
;___1200 02-07-.20 Wntten Dlrectwes S
1200-02-07-21 LProcedures for Administrations Requiring a Written Directive -
z_____1200-02 07 22 Supphers for Seaied Sources or Dev:ces for MedicalUse

1200-02-07- 23
| 1200- 02 07 24
- 1200-02-07-.25
. 1200- 02-07-.26

f'"1200 02-07-.27 | Recentness of Training_

| 1200-02-07-42

1200-02:07-48

| 1200-02-07-49

" 1200-02-07-.45

7 ing for an Authorized Medical Physicist
Training for an ,Au,thonzed Nuclear Pharmagist

| Training for Experienced Radiation Safety Officer, Teletherapy or Medical Phys;mst
Authorized User, and Nuclear Pharmacist

1200 02-07-28 | Possession, Use, and Calibration of Instruments Used to Measure the Activity of Unsealed
| Radioactive Material

1200—02 07-29 | Calibration of Survey Instruments o
"1200-02-07-.30 | Determination of Dosages of Unsealed Radioactive Material for Medical Use

- 1200-02-07-31 | Authorization | for Calibration, Transmission, and Reference Sources
71200-02-07-.32 | Requirements for Possession of Sealed Sources and Brachytherapy Sources
1200-02-07-.33 . Labeling of Viais and Syringes S
1200-02-07-.34 | Surveys of Ambient Radiation Dose Rate and Contamination -

- 1200-02-07-.35 | Release of Individuals Containing Radioactive Drugs or implants

1200 02-07-.36 Tovision of Mobile Medical Service

1200-02-07-.37 | Decay-in-Storage '

- 1200-02-07-.38 | Use of Unsealed Radioactive Material for Uptake, Dilution, and Excretion Studies for Which
. a Written Directive is Not Required S

Training for Uptake, Dilution, and Excretion Studies -

‘1200 02-07-.39
1200 02-07-.40

Use of Unsealed Radioactive Material for imaging and Localization Studies for Which a

| Written Directive is Not Requied e
Radioactive Contaminants
__'I_'raming for Imaglng and l__ocal;zatton Studles_ i ' _

Use of Unseaied Radioactive Materiai for Whlch aWri ten D ective is Reqwred B

_ | Safetyinstruction

. 1200-02-07-46 | Safety Precautions

1200 02-07-.47 Training for Use of Unsealed Radioactive Material for Which a Written Directive is
Required

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)

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

E
i
i

1200 02-07-41

S S
1

200-02-07-.43
200-02-07-.44

i

- 1200-02-07-50 | Training for the Parenteral Administration of Unsealed Radioactive Material Requiringa

i Wiitten Directive
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' 1200-02-07- 51_ o
. 1200- 02 07-.52

' 1200-02-07-.53

"1200-02-07- 54_____'__:‘_"f' P
| 1200-02-07-.55
1200-02-07-56 |

- 1200-02- 07-.57

1200 02 07 62

1200 02-07-65 |

1200 .02-07-.66

| 1200 02-07-68 |
| 1200-02-07-69
- 1200-02-07-70

i 1200 02-07-.71

| 1200-02-07-72 |
. 1200-02-07-.73

- 1200- 02-07-.74

1200-02-07-.75
| 1200-02-07-76
| 1200-02-07-.77
1200-02-07-.78
1200-02-07-.79 |

1200 02-07-.80

- 1200-02-07-.81 |
1200 02-07-.82
1200 02-07-83
1200 02-07-.84

74200-02-07-.85

 1200-02-07-.86
"1200-02-07-.87

1200-02:07-88

| 1200-02-07-89
. 1200-02-07-90
1200-02-07-91

1200 02-07-.93

- 1200-02-07-.94

' 1200-02-07-.95
1200-02-07-96
- 1200-02-07-.97 ‘
| Records of Brachytherapy Source Accountability

1200 -02-07-.98
1200 02- 07 99

"1200-02-07- 58____'__"_'_'_'___
1200 -02-07- 59___
| Training for Ophthalmic Use of Strontium-90

_ Stereotachc Radlosurgery Units

| Full Calibration Measurements on Teletherapy Units
| Full Cahbration Measurements on Remote After|oader Unlts

Therapy- ReEated Computer Systems
Training for Use of Manual Brachytherapy Sources

Use of Sealed Sources for Diagnosis

| Training for Use of Sealed Sources for Diagnosis
1200 .02-07-.63

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

Installation, Mamtenance Adjustment and Repair

I Safety Procedures ‘and Instructions for Remote Afterioader Units, Teletherapy Units and

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

Penodlc Spot- -Checks for Teletherapy Units

Periodic Spot-Checks for Remote Afterloader Units

_Perlod:c Spot-Checks for Gamma Stereotacttc Radlosurgery Units

I‘\;ecords of Radionuclide Contammants
Records of Safety Instructlon and Training

Radiatlon Surveys
Five-Year Inspection for Teletherapy and Gamma Stereotactic Rad:osurgery Unlts

Reserved

Records of Radiation Protection Program Changes
| Records of Written [ Directlves
| Reserved
. Reserved

Records of Calibrations of instruments Used to Measure the Activity of Unsealed
Radioactive Material -
'Records of Radlatton 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 Re!ease of !ndlwduals Contammg Unsealed Radioactive Material or |

Records of Administrative and Technical Requirements That Apply to the Provisions of
Mobile Services
Records of Decay-in-Storage

n Surveys of Patients and Human Research Subjects

Records of R

| Records of Decay of Strontium-90 Sources for Ophthaimic Treatments
' $8.7039 (July 2010)
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- 1200-02-07-.101

| 1200-02-07-102 |
. 1200-02-07-.103

| 1200-02-07-.104

- 1200-02-07-.105

i 1200-02-07-.106

Records of Dosimetry Equipment
' Records of Teletherapy, Remote Afterloader, and Gamma Stereotactic Radlosurgery Full
Calibrations

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

Records of Safety Procedures

Records of Periodic Spot-Checks for Teletherapy Units

'Records of Periodic Spot-Checks for Remote Afterloader Units

§”1200 02-07-.107 )
| | Records of Additional Technical Requirements for Mobile Remote Afterloader Units

Hzoo 02-07-.111

- 1200-02-07-.112

Records of Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units

Records of Surveys of Therapeutic Treatment Units B
Records of Five-Year Inspection for Teletherapy and Gamma Stereotactic Radlosurgery
Units

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

Report of Procedures for Administrations Requiring a Written Directive

1200-02-07-113 |

$S-7039 (July 2010)

Report of a Leaklng Source

6 RDA 1693




(Place substance of rules and other info here. Statutory authority must be given for each rule change. For
information on formatting rules go to http://tn.gov/sos/rules/1360/1360.htm)

Repeal

Chapter 1200-02-07 Use of Radionuclides in the Healing Arts is repealed.

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

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
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

Chapter 0400-20-07

New Rules

Use of Radionuclides in the Healing Arts

Table of Contents

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
Supervision

Written Directives

Procedures for Administrations Requiring a
Written Direclive

Suppliers for Sealed Sources or Devices for
Medical Use

Training for 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 User, and 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

S§8-7039 (July 2010)

0400-20-07-.39
0400-20-07-.40
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

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

Training for Uptake, Dilution, and Excretion
Studies

Use of Unsealed Radioactive Material for
Imaging and Localization Studies for Which
a Wiritten Directive is Not Required
Radionuclide Contaminants

Reserved

Training for Imaging and Localization
Studies

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

Safely Precautions

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

Training for the Oral Administration of
Sodium lodide I-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

Decay of strontium-90 sources for
ophthalmic treatments

Therapy-Related Compuler Systems
Training for Use of Manual Brachytherapy
Sources

Training for Ophthalmic Use of Strontium-90
Use of Sealed Sources 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
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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

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

Which a Written Directive is Not Required

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
Radiation Surveys

Five-Year Inspection for Teletherapy 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

1200-02-07-01 0400-20-07-.01 Purpose.

0400-20-07-.92

0400-20-07-.93

0400-20-07-.94
0400-20-07-.95
0400-20-07-.96
0400-20-07-.97
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

Records of the Release of Individuals
Containing Unsealed Radioactive Material
or Implants Containing Radioactive Material
Records of Administrative and Technical
Requirements That Apply to the Provisions
of Mobile 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

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 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

This Chapter contains the requirements and provisions for the medical use of radionuclides and for issuance of
specific licenses authorizing the medical use of this material. The provisions of this Chapter are in addition to and

not in substitution for other applicable provisions of these regulations.

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

4200-02-07-02 0400-20-07-.02 Scope.

Except as otherwise specifically provided, this Chapter applies to all persons who use radionuclides in the healing

arts.

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

41200-02-07-03 0400-20-07-.03 Reserved.

$S-7039 (July 2010)
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Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

4200-02-07-04 0400-20-07-.04 Reserved.

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

4200-02-07-05 0400-20-07-.05 Definitions.

When used in this Rule 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) “Authorized medical physicist” means an individual who:

(a) Meets the requirements in 4200-02-07-24 paragraph (1) of Rule 0400-20-07-.24 and 42080-02-
07--27 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,
8. 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) “Authorized nuclear pharmacist’ means a pharmacist who:

(a) Meets the requirements in 4200-02-07-25 paragraph (1) of Rule 0400-20-07-.25 and 4200-02-
07-27 Rule 0400-20-07-.27; or

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

1

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
pharmacy; or

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

$S-7039 (July 2010)
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®)

6)

(1)

(8)

9

(10)

(11)

(12)

(13)

(14)

(d) Is designated as an authorized nuclear pharmacist in accordance with 4200-02-10-43 part
(10)(b)4 of Rule 0400-20-10-.13.

“Authorized user’ means a physician, dentist, or podiatrist who:

(a) Meets the requirements in 4200-02-07-27 Rule 0400-20-07-.27 and 4200-02-07-39
subparagraph (1)(a) of Rule 0400-20-07-.39, 4200-02-07-43 subparagraph (1)(a) of Rule 0400-
20-07-.43, 4200-02-07-47 subparagraph (1)(@) of Rule 0400-20-07-47, 0400-20-07-48
subparagraph (1)(a) of Rule 0400-20-07-.48, 4200-02-07-48 subparagraph (1)(a) of Rule 0400-
20-07-.49, 0400-20-07-69 subparagraph (1)(a) of Rule 0400-20-07-.59, 4200-02-07-60 Rule
0400-20-07-.60, 4200-02-07-62 subparagraph (1)(a) of Rule 0400-20-07-.62, or 4200-02-07-80
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.

“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.

“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.

“Client's address” means the area of use or a temporary job site for the purpose of providing mobile
medical service in accordance with 1200-02-07-38 Rule 0400-20-07-.36.

“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.

“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.

“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.

“Division” means the Division of Radiological Health.

“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.

“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.
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(156)  “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.

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

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

(18)  “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.

(19)  “"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.

(20)  “Misadministration” means an event that meets the criteria in 4200-02-05-445 Rule 0400-20-05-.145.

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

(22)  “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)  “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. :

(24) “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)  “Physician” means a doctor of medicine or doctor of osteopathy licensed by the 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)  “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.

{45)(27)"Positron Emission Tomography (PET) radionuclide production facility” is defined as a facility operating a
cyclotron or accelerator for the purpose of producing PET radionuclides.

(273(28)"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, or a radiation safety officer.

{28)(29)"Prescribed dosage” means the specified activity or range of activity of unsealed radioactive material as
documented:

(a) In a written directive as specified in 1200-02-07-20 Rule 0400-20-07-.20; or

(b) In accordance with the directions of the authorized user for procedures performed under 4200-02-
07-38 Rules 0400-20-07-.38 and 4200-02-07-40 0400-20-07-.40.

(20)(30)"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;
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(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.

(30)(31)"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.

{31(32)"Radiation safety officer” means an individual who meets the requirements in 4200-02-07-23 paragraph
(1) or subparagraph (3)(a) of Rule 0400-20-07-.23 and 4200-02-07--27 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.

%@"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.

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

{343(35)"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.

{35)(36)"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.

{38)(37)"Structured educational program” means an educational program designed to impart particular knowledge
and practical education through interrelated studies and supervised training.

(37(38)"Teletherapy,” for the purpose of this Chapter, means a method of radiation therapy in which collimated
gamma rays are delivered at a distance from the patient or human research subject.

£38)(39)"Temporary job site” means a location where mobile medical services are conducted other than those
location(s) of use authorized on the license.

£393(40)"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.

{40)(41)"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.

{443(42)"Treatment site” means the anatomical description of the tissue intended to receive a radiation dose, as
described in a written directive.

{42)(43)"Type of use” means use of radioactive material under 4200-02-07-38 Rule 0400-20-07-.38, 1200-02-07-
40 0400-20-07-.40, 4200-02-07-44 0400-20-07-.44, 1200-02-07-51 0400-20-07-.51, 4200-02.07 8%
0400-20-07-.61, 4200-02-07-63 0400-20-07-.63 or 4200-02-07--84 0400-20-07-.81.
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{433(44)"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.

{443(45)"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
4200-02-07-20 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.
4200-02-07-06 0400-20-07-.06 Other Federal and State Requirements.

Nothing in this Chapter relieves a licensee from complying with applicable Food and Drug Administration (FDA)
requirements or other federal and state requirements governing radioactive drugs or devices.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-07 0400-20-07-.07 Provisions for the Protection of Human Research Subjects.
(1) A licensee may conduct research involving human subjects using radioactive material provided that:

(a) The research is conducted, funded, supported, or regulated by a federal agency which has
implemented the Federal Policy for the Protection of Human Subjects. Otherwise, a licensee
shall apply for and receive approval of a specific amendment to its license before conducting
such research. In both instances, the licensees shall, at a minimum, obtain prior informed consent
from the human subjects and obtain prior review and approval of the research activities by an
“Institutional Review Board” in accordance with the meaning of these terms as defined and
described in the Federal Policy for the Protection of Human Subjects;

(b) The research involving human subjects authorized in 4200-02-07-07{1) subparagraph (a) of this
paragraph shall be conducted using radioactive material authorized for medical use in the license;
and

(c) Nothing in 4208-02-07-07 this rule relieves licensees from complying with the other requirements
in this rule.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
1200-02-07--08 0400-20-07-.08 Maintenance of Records.

Each record required by this Chapter must be legible throughout the retention period specified by each Division
regulation. The record may be the criginal or a reproduced copy or a microform provided that the copy or
microform is authenticated by authorized personnel and that the microform is capable of producing a clear copy
throughout the required retention period. The record may also be stored in electronic media with the capability for
producing legible, accurate, and complete records during the required retention period. Records such as letters,
drawings, and specifications, must include all pertinent information such as stamps, initials, and signatures. A
licensee shall maintain adequate safeguards against tampering with and loss of records.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-09 0400-20-07-.09 Implementation.
(1) A licensee shall implement the provisions in this rule on [the-effective date of these-rules] March 21, 2010.

(2) When a requirement in this rule differs from the requirement in an existing license condition, the
requirement in this rule shall govern.

(3) Any existing license condition that is not affected by a requirement in this rule remains in effect until there
is a license amendment or license renewal.
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(4)

(5)

(6)

If a license condition exempted a licensee from a provision of this rule on [the-effective-date—ofthese
rles) March 21, 2010, it will continue to exempt a licensee from the corresponding provision in this rule.

If a license condition cites provisions in this rule that will be deleted on [the-effective date of these rules]

March 21, 2010, then the license condition remains in effect until there is a license amendment or license
renewal that modifies or removes this condition.

Licensees shall continue to comply with any license condition that requires it to implement procedures
required by 4200-02-07-66 0400-20-07-.66, 4200-02-07-72 0400-20-07-.72, 1200-02-07--73 0400-20-
07-.73 and 4200-02-07 74 0400-20-07-.74 until there is a license amendment or renewal that modifies
the license condition.

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

4200-02-07-40 0400-20-07-.10 License Required.

(1)

(2)

(3)

A person shall only manufacture, produce, prepare, acquire, receive, possess, use, or transfer radioactive
material for medical use in accordance with a specific license issued by the Division, the U.S. Nuclear
Regulatory Commission, or an Agreement State or as allowed in paragraphs (2) and (3) of this rule.

An individual may receive, possess, use, or transfer radioactive material in accordance with the
regulations in this rule under the supervision of an authorized user as provided in 4200-02-07-48 Rule
0400-20-07-.19, unless prohibited by a license condition.

An individual may prepare unsealed radioactive material for medical use in accordance with the
regulations in this rule under the supervision of an authorized nuclear pharmacist or authorized user as
provided in 4200-02-07-49 Rule 0400-20-07-.19 unless prohibited by a license condition.

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

4200-02-07-41 0400-20-07-.11 Application for License, Amendment, or Renewal.

(1
(2)

An application must be signed by the applicant’s or licensee’s management.

An application for a license for medical use of radioactive material as described in 4200-02-07-38 Rules
0400-20-07-.38, 4200-02-07--40 0400-20-07-.40, 4200-02-07-44 0400-20-07-.44, 1200-02-007--54- 0400-
20-07-.51, 4200-02-07-64 0400-20-07-.61, 4200-02-07-63 0400-20-07-.63, and 1200-02-07-84 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;
and

(b) Submitting applicable procedures required by 4200-02-07-66 Rules 0400-20-07-.66, 4200-02-07-
2 0400-20-07-.72, 4200-02-07-73 0400-20-07-.73, and 4200-02-07-74 0400-20-07-.74.

A request for a license amendment or renewal must be made by:
(a) Submitting an original in letter format to the Division; and

(b) Submitting applicable procedures required by 4200-02-07-66 Rules 0400-20-07-.66, 4200-02-07-
2 0400-20-07-.72, 4200-02-07-73 0400-20-07-.73, and 4200-02-07-74 0400-20-07-.74.

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 4200-02-07-81 Rule 0400-20-07-.81
must also include information regarding any radiation safety aspects of the medical use of the material
that is not addressed in this Chapter.

(a) The applicant shall also provide specific information on:

1. Radiation safety precautions and instructions;
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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.
(5) An applicant or licensee shall also provide any other information requested by the Division in its review of

the application.

(6) An applicant that satisfies the requirements specified in 4200-40-43 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.

4200-02-07-142 0400-20-07-.12 Reserved.

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

4200-02-07-143 0400-20-07-.13 License Amendments.

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

(a) 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;

(b) Before the licensee permits anyone to work as an authorized user, authorized nuclear
pharmacist, or an authorized medical physicist under the license, except an individual who is:

1

$8-7039 (July 2010)

For an authorized user, an individual who meets the requirements in 4206-02-07-27 Rule
0400-20-07-.27 and 4200-02-07-38 subparagraph (1)(a) of Rule 0400-20-07-.39, 4200~
02-07-43 subparagraph (1)(a) of Rule 0400-20-07-.43, 4200-02-07-47 subparagraph
(1)(a) of Rule 0400-20-07-.47, 4200-02-07-48 subparagraph (1)(a) of Rule 0400-20-07-
.48, 1200-02-07-49 subparagraph (1){(a) of Rule 0400-20-07-.49, 4200-02-07-59
subparagraph (1)(a) of Rule 0400-20-07-.59, 4200-02-07-62 subparagraph (1)(a) of Rule
0400-20-07-.62, 4200-02-07-80 subparagraph (1)(a) of Rule 0400-20-07-.80;

For an authorized nuclear pharmacist, an individual who meets the requirements in 4200~
02-07-26 paragraph (1) of Rule 0400-20-07-.25 and 4200-02-07-27 Rule 0400-20-07-
2L

For an authorized medical physicist, an individual who meets the requirements in 4200-
02-07-24 paragraph (1) of Rule 0400-20-07-.24 and 4200-02-07-27 Rule 0400-20-07-
2L,

Identified as an authorized user, an authorized nuclear pharmacist, or authorized medical
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

Identified as an authorized user, an authorized nuclear pharmacist, or authorized medical
physicist on a permit 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.
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(c) Before the licensee changes Radiation Safety Officers, except as provided in 4200-02-07-17
paragraph (3) of Rule 0400-20-07-.17;

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

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

(9) Before the licensee changes statements, representations, and procedures which are incorporated

into the license, and

(h) Before the licensee releases licensed facilities for unrestricted use.

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

4200-02-07-14 0400-20-07-.14 Notifications.

(M

()

3)

A licensee shall provide to the Division a copy of the board certification, the Nuclear Regulatory
Commission, Agreement State or Licensing State license, or the permit issued by a licensee of broad
scope for each individual no later than thirty 30 days after the date that the Licensee permits the
individual to work as an authorized user, an authorized nuclear pharmacist or an authorized medical
physicist, pursuant to Rule-1200-82-87-43 subparagraph (1)(b) of Rule 0400-20-07-.13.

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

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

(b) The licensee's mailing address changes;

(c) The licensee’s name changes, but the name change does not constitute a transfer of control of
the license as described in Rule4200-02-10-48 paragraph (2) of Rule 0400-20-10-.16; or

(d) The licensee 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 4200-02-07-38 0400-20-07-.38 or
4200-02-07-40 0400-20-07-.40.

The licensee shall send the documents required in this rule to the Division at the address listed in Rule
4200-02-04-07 0400-20-04-.07.

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

1200-02-07-15 0400-20-07-.15 Exemptions Regarding Specific Licenses of Broad Scope.

A licensee possessing a specific license of broad scope for medical use is exempt from:

(1)

(&)

3

The provisions of 4200-02-07-41 paragraph (4) of Rule 0400-20-07-.11 regarding the need to file an
amendment to the license for medical use of radioactive material, as described in 4200-02-07-81 Rule
0400-20-07-.81;

The provisions of 4200-02-07-43 subparagraph (1)(b) of Rule 0400-20-07-.13 regarding the need to file
an amendment before permitting anyone to work as an authorized user, an authorized nuclear pharmacist
or an authorized medical physicist under the license;

The provisions of 4200-02-07-43 subparagraph (1)}(e) of Rule 0400-20-07-.13 regarding -additions to or
changes in the areas of use at the addresses specified in the license;
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(4) The provisions of Rule4200-02-07-44 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;

(5) The provisions of 4200-02-07-22 paragraph (1) of Rule 0400-20-07-.22 regarding suppliers for sealed
sources.

Authority: T.C.A, §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-18 0400-20-07-.186 License Issuance and Specific Exemptions.
(1) The Division shall issue a license for the medical use of radioactive material if:

(a) The applicant has filed an application with the Division in accordance with the instructions in
4200-02-07--+4 Rule 0400-20-07-.11;

(b) The applicant has paid applicable fee under 4200-62-40-34 Rule 0400-20-10-.31;

(c) The Division finds the applicant equipped and committed to observe the safety standards
established by the Division in these regulations for the protection of the public health and safety;
and

(d) The applicant meets the requirements of Chapter 4280-62-40 0400-20-10.

(2) The Division shall issue a license for mobile medical service if the applicant:
(a) Meets the requirements in paragraph (1) of this rule; and
(b) Assures that individuals or human research subjects to whom unsealed radioactive material, or

radiation from implants containing radioactive material, will be administered may be released
following treatment in accordance with 4200-02-07-35 Rule 0400-20-07-.35.

(3) The Division may, upon application of any interested person or upon its own initiative, grant exemptions
from this Chapter that it determines are authorized by law and will not endanger life or property or the
common defense and security and are otherwise in the public interest.

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

4200-02-07-47 0400-20-07-.17 Authority and Responsibilities for the Radiation Protection Program.

(1) In addition to the radiation protection program requirements of 4200-02-05-40 Rule 0400-20-05-.40, a
licensee's management shall approve in writing:

(a) Requests for a license application, renewal, or amendment before submittal to the Division;

(b) Any individual before allowing that individual to work as an authorized user, authorized nuclear
pharmacist, or authorized medical physicist; and

(c) Radiation protection program changes that do not require a license amendment and are
permitted under 4200-02-07-48 Rule 0400-20-07-.18.

(2) 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.

(3) For up to sixty 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
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(4)

(5)

(8)

(9)

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.

A licensee may simultaneously appoint more than one temporary radiation safety officer under paragraph
(3) of this rule, if needed to ensure that the licensee has a temporary radiation safety officer that satisfies
the requirements to be a radiation safety officer for each of the different types of uses of radioactive
material permitted by the license.

A licensee shall establish the authority, duties, and responsibilities of the radiation safety officer in writing.

Licensees that are authorized for twe 2 or more different types of use of radioactive material under 4200~
02-07-44 Rules 0400-20-07-.44, 4200-02-07-51 0400-20-07-.51, 4200-02-07-83 0400-20-07-.63, and
4200-02-07-81 0400-20-07-.81, or twe 2 or more types of units under 4200-02-07-63 Rule 0400-20-07-
.63 shall establish a radiation safety committee to oversee all uses of radioactive material permitted by
the license. The committee must include an authorized user of each type of use permitted by the license,
the radiation safety officer, a representative of the nursing service, and a representative of management
who is neither an authorized user nor a radiation safety officer. The committee may include other
members the licensee considers appropriate.

A licensee shall provide the radiation safety officer sufficient authority, organizational freedom, time,
resources, and management prerogative, to:

(@) Identify radiation safety problems;

(b) Initiate, recommend, or provide corrective actions;
(c) Stop unsafe operations; and

(d) Verify implementation of corrective actions.

A licensee’s Radiation Safety Committee shall meet as necessary, but at a minimum shall meet at
intervals not to exceed 6 months. The licensee shall maintain minutes of each meeting in accordance
with 4200-02-07--82 Rule 0400-20-07-.82.

A licensee shall retain a record of actions taken under paragraphs (1), (2), and (5) of this rule in
accordance with 1200-02-07-82 Rule 0400-20-07-.82.

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

4200-02-07-48 0400-20-07-.18 Radiation Protection Program Changes.

(1)

()

A licensee may revise its radiation protection program without Division approval if:

(a) The revision does not require a license amendment under 4200-02-07-43 Rule 0400-20-07-.13;

(b) The revision is in compliance with this Chapter and the license;

(c) The revision has been reviewed and approved by the radiation safety officer and licensee
management; and

(d) The affected individuals are instructed on the revised program before the changes are
implemented.

A licensee shall retain a record of each change in accordance with 4200-02-07-83 Rule 0400-20-07-.83.

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

4200-02-07-149 0400-20-07-.19 Supervision.
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(2

3

A licensee that permits the receipt, possession, use, or transfer of radioactive material by an individual
under the supervision of an authorized user, as allowed by 1200-02-07-10 paraaraph (2) of Rule 0400-
20-07-10, shall:

(a) Instruct the supervised individual in the licensee’s written radiation protection procedures, written
directive procedures, this Chapter, and license conditions with respect to the use of radioactive
material; and

(b) Require the supervised individual to follow the instructions of the supervising authorized user for

medical uses of radioactive material, written radiation protection procedures established by the
licensee, written directive procedures, regulations of this Chapter, and license conditions with
respect to the medical use of radioactive material.

A licensee that permits the preparation of radioactive material for medical use by an individual under the
supervision of an authorized nuclear pharmacist or physician who is an authorized user, as allowed by
4200-02-07-10 paragraph (3) of Rule 0400-20-07-.10, shall;

(a) Instruct the supervised individual in the preparation of radioactive material for medical use, as
appropriate to that individual's involvement with radioactive material; and

(b) Require the supervised individual to follow the instructions of the supervising authorized user or
authorized nuclear pharmacist regarding the preparation of radioactive material for medical use,
written radiation protection procedures established by the licensee, this Chapter, and license
conditions.

A licensee that permits supervised activities under paragraphs (1) and (2) of this rule is responsible for
the acts and omissions of the supervised individual.

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

4200-02-07-20 0400-20-07-.20 Written Directives.

(1)

(2)

A written directive must be dated and signed by an authorized user before the administration of 1-131
sodium iodide greater than 1.11 megabecquerels (MBq) (30 microcuries (uCi)), any therapeutic dosage of
radioactive material or any therapeutic dose of radiation from radioactive material.

If, because of the emergent nature of the patient's condition, a delay in order to provide a written directive
would jeopardize the patient's health, an oral directive is acceptable. The information contained in the oral
directive must be documented as soon as possible in writing in the patient's record. A written directive
must be prepared within ferty-eight 48 hours of the oral directive.

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 [-131: 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; or

(f) For all other brachytherapy, including low, medium, and pulsed dose rate remote afterloaders:
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(&)

(4)

. Before implantation: Treatment site, the radionuclide, and dose; and

{in2.  After implantation but before completion of the procedure: The radionuclide, treatment
site, number of sources, and total source strength and exposure time (or the total dose).

A written revision to an existing written directive may be made if the revision is dated and signed by an
authorized user before the administration of the dosage of unsealed radioactive material, the
brachytherapy dose, the gamma stereotactic radiosurgery dose, the teletherapy dose, or the next
fractional dose.

(a) If, because of the patient's condition, a delay in order to provide a written revision to an existing
written directive would jeopardize the patient’'s health, an oral revision to an existing written
directive is acceptable. The oral revision must be documented as soon as possible in the patient's
record. A revised written directive must be signed by the authorized user within ferly-sight 48
hours of the oral revision.

The licensee shall retain a copy of the written directive in accordance with 4200-02-07- 84 Rule 0400-20-
07-.84.

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

4200-02-07-21 0400-20-07-.21 Procedures for Administrations Requiring a Written Directive.

(M

(2)

(3)

For any administration requiring a written directive, a licensee shall develop, implement, and maintain
written procedures to provide high confidence that:

(a) The patient’s or human research subject'’s identity is verified before each administration; and
(b) Each administration is in accordance with the written directive.

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 4200-02-07-63 Rule 0400-20-07-63 or

A licensee shall retain a copy of the procedures required under paragraph (1) of this rule in accordance
with 4200-02-07- 142 Rule 0400-20-07-.112.

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

4200-02-07-22 0400-20-07-.22 Suppliers for Sealed Sources or Devices for Medical Use.

For medical use, a licensee may only use:

(1)

(2)

Sealed sources or devices manufactured, labeled, packaged, and distributed in accordance with a license
issued under 4200-02-10 Chapter 0400-20-10 of these regulations or the equivalent requirements of the
Nuclear Regulatory Commission or an Agreement State;

Sealed sources or devices non-commercially transferred from a Division, Nuclear Regulatory Commission
or Agreement State licensee; or
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(3) Teletherapy sources manufactured and distributed in accordance with a license issued under Chapter
1200-02-10 0400-20-10 of these regulations or the equivalent requirements of the Nuclear Regulatory
Commission or an Agreement State;

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

4200-02-07-23 0400-20-07-.23 Training for Radiation Safety Officer.

Except as provided in 1200-02-07-28 Rule 0400-20-07-.26, a licensee shall require an individual fulfilling the
responsibilities of the radiation safety officer under 4200-82-07-47 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 requirements of paragraphs
(4) and (5) of this rule. (Specialty boards whose certification processes have been recognized by the U.S.
Nuclear Regulatory Commission or an Agreement State will be posted on the U.S. Nuclear Regulatory
Commission's Web page.) To be recognized, a specialty board shall require all candidates for certification

to:

@ 1.

(b) 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 twenty 20 college credits
in physical science;

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

Pass an examination administered by diplomates of the specialty board, which 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

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 twe 2 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 1200-02-07-28 0400-20-07-.26, 4200-02.07 43
0400-20-07-.43 or 4200-02-07-47 0400-20-07-.47; and

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.

$S-7039 (July 2010)

Twe-hundred 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;
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4)

(5)

(a)

(b)

(iv)
v)

Radiation biology; and

Radiation dosimetry; and

Ore 1 year of full-time radiation safety experience under the supervision of the individual
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 similar type(s) of use(s) of radioactive material involving
the following:

(i)
(ii)

(iii)

(iv)

(v)

(vi)
(vii)

Shipping, receiving, and performing related radiation surveys;

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

Securing and controlling radioactive material;

Using administrative controls to avoid mistakes in the administration of
radioactive material;

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

Using emergency procedures to control radioactive material; and

Disposing of radioactive material; or

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 4200-02-07-24 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 and who meets the requirements in
paragraphs (4) and (5) of this rule; or

Is an authorized user, authorized medical physicist, or authorized nuclear pharmacist identified on
the licensee’s license and has experience with the radiation safety aspects of similar types of use
of radioactive material for which the individual has radiation safety officer responsibilities; and

~ Has obtained written attestation, signed by a preceptor radiation safety officer, that the individual has

satisfactorily completed the requirements in paragraph (5) of this rule, and in subparagraph (1)(a), (1)(b),
(2)(a), (3)(a) or (3)(b) of this rule, and has achieved a level of radiation safety knowledge sufficient to
function independently as a radiation safety officer for a medical use licensee; and

Has training in the radiation safety, regulatory issues, and emergency procedures for the types of use for
which a licensee seeks approval. This training requirement may be satisfied by completing training that is
supervised by an authorized medical physicist, authorized user, authorized nuclear pharmacist, or
radiation safety officer, 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.

4200-02-07-24 0400-20-07-.24 Training for an Authorized Medical Physicist.

Except as provided in 4200-02-07-26 Rule 0400-20-07-.26, the licensee shall require the authorized medical
physicist to be an individual who:

(1)
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subparagraph (2)(b) and paragraph (3) of this rule. To be recognized, a specialty board shall require all
candidates for certification to:

(a)

(b)

(c)

@ (@

(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 twe 2 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 1 million electron volts) and
brachytherapy services under the direction of physicians who meet the requirements for
authorized users in Rule 4200-02-07-26 0400-20-07-.26, 4200-02-07-58 0400-20-07-.59
or 4200-02-07-80 0400-20-07-.80; and ‘

Pass an examination, administered by diplomates of the specialty board, which 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
ene 1 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 (1)(b) and paragraph (3), or subparagraph (2)(a) and paragraph (3)
of this rule, and has achieved a level of competency sufficient to function independently 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 Rule1200-02-07-24 this
rule, Rule 4200-02-07-26 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.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
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4200-02-07-.25 0400-20-07-.25 Training for an Authorized Nuclear Pharmacist.

Except as provided in 4200-02-07-26 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. To be recognized, a speciaity board shall require all candidates for
certification to:

(a)

(b)
(c)

(d)

(2) (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;

Hold a current, active license to practice pharmacy;

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

Pass an examination in nuclear pharmacy administered by diplomates of the specialty board,
which 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

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;
(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

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
proper decontamination procedures; and

Has obtained written attestation, signed by a preceptor authorized nuclear pharmacist, that the
individual has satisfactorily completed the requirements in subparagraphs (1)(a) through (d) or
subparagraph (2)(a) of this rule and has achieved a level of competency sufficient to function
independently as an authorized nuclear pharmacist.
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Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

4200-02-07-26 0400-20-07-.26 Training for Experienced Radiation Safety Officer, Teletherapy or Medical
Physicist, Authorized User, and Nuclear Pharmacist.

@) An individual identified as a radiation safety officer, a teletherapy physicist or medical physicist, an
authorized medical physicist, or a nuclear pharmacist or authorized nuclear pharmacist on a Division,
U.S. Nuclear Regulatory Commission, or Agreement State license, or a permit issued by the Division,
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 before effective-date-of these
rles March 21, 2010, need not comply with the training requirements of 4200-02-07-23 Rule 0400-20-07-
.23, 4200-02-07-24 0400-20-07-.24, or 4200-02-07~25 0400-20-07-.25, respectively.

(2) 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 before the-effectivedate ef these rules March 21, 2010, who perform only those medical uses for
which they were authorized on that date need not comply with the training requirements of 1200-02-07-
38 Rules 0400-20-07-.39, 1200-02-07-43 0400-20-07-.43, 4200-02-07-47 0400-20-07-.47, 4200-02-07-

48 0400-20-07-.48, 4200-02-07-48 0400-20-07-.49, 1200-02-07-58 0400-20-07-.59, 1200-02-07-80

0400-20-07-.60, 4200-02-07-62 0400-20-07-.62 and 4200-02-07-80 0400-20-07-.80.

(3) 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.

4200-02-07-27 0400-20-07-.27 Recentness of Training.

The training and experience specified in 4200-02-07-47 Rules 0400-20-07-.17 through 4200-02-07-27 this rule
and 4200-02-07-38 Rules 0400-20-07-.38 through 4200-02-07-80 0400-20-07-.80 must have been obtained

within the seven 7 years preceding the date of application or the individual must have had related continuing
education, and experience since the required training and experience was completed.

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

4200-02-07-28 0400-20-07-.28 Possession, Use, and Calibration of Instruments Used to Measure the Activity of
Unsealed Radioactive Material.

(1) For direct measurements performed in accordance with 4200-02-07-30 Rule 0400-20-07-.30, a licensee
shall possess and use instrumentation to measure the activity of unsealed radioactive material before it is
administered to each patient or human research subject.

(2) A licensee shall calibrate the instrumentation required in paragraph (1) of this rule in accordance with
nationally recognized standards or the manufacturer's instructions.

(3) A licensee shall retain a record of each instrument calibration required by this rule in accordance with
1200-02-07-87 Rule 0400-20-07-.87.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07- 29 0400-20-07-.29 Calibration of Survey Instruments.

4] A licensee shall calibrate the survey instruments used to show compliance with this Chapter and Chapter
4200-02-05 0400-20-05 before first use, annually, and following a repair that affects the calibration.
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)

)

(4)

(5)

To satisfy the requirements of 4200-02-07-28 paragraph (1) of Rule 0400-20-07-.29, the licensee shall:

(a)

(b)

(c)

Calibrate all required scale readings up to 10 millisieverts (1000 millirem) per hour with a radiation
source;

Calibrate two 2 separated readings on each scale or decade that will be used to show
compliance; and

Conspicuously note on the instrument the date of calibration.

A licensee shall not use survey instruments if the difference between the indicated exposure rate and the
calculated exposure rate is greater than 20 percent.

A licensee shall retain a record of each survey instrument calibration in accordance with 4200-02-07-88
Rule 0400-20-07-.88.

Calibration of all survey instruments shall be in accordance with an approved procedure or preformed by
persons specifically licensed to provide calibration services.

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

4200-02-07-30 0400-20-07-.30 Determination of Dosages of Unsealed Radioactive Material for Medical Use.

(1)
(2)

(3)

A licensee shall determine and record the activity of each dosage before medical use.

For a unit dosage, this determination must be made by:

(@)
(b)

Direct measurement of radioactivity; or
A decay correction, based on the activity or activity concentration determined by:

y A manufacturer or preparer licensed under Rule1200-02-10-43 paragraph (10) of Rule
0400-20-10-.13 or equivalent U.S. Nuclear Regulatory Commission or Agreement State
requirements; or

2. An Agreement State or U.S. Nuclear Regulatory Commission licensee for use in research
in accordance with a radioactive drug research committee-approved protocol or an
investigational new drug (IND) protocol accepted by Food and Drug Administration
(FDA).

3. A PET radioactive drug producer licensed under Rule—1200-02-40-34 paragraph (8) of
Rule 0400-20-10-.11 or equivalent Agreement State Requirements.

For other than unit dosages, this determination must be made by:

(@)
(b)
()

Direct measurement of radioactivity;
Combination of measurement of radioactivity and mathematical calculations; or

Combination of volumetric measurements and mathematical calculations, based on the
measurement made by:

1. A manufacturer or preparer licensed under Rule4200-02-10-13 paragraph (10) of Rule
0400-20-10-.13 or equivalent U.S. Nuclear Regulatory Commission or Agreement State
requirements, or

2 A PET radioactive drug producer licensed under Rule4208-02-10-44 paragraph (8) of
Rule 0400-20-10-.11 or equivalent U.S. Nuclear Regulatory Commission or Agreement
State requirements.
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(4)

()

Unless otherwise directed by the authorized user, a licensee may not use a dosage if the dosage does
not fall within the prescribed dosage range or if the dosage differs from the prescribed dosage by more
than twenty 20 percent.

A licensee shall retain a record of the dosage determination required by this rule in accordance with
4200-02-07—89 Rule 0400-20-07-.89.

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

1200-02-07--371 0400-20-07-.31 Authorization for Calibration, Transmission, and Reference Sources.

(1

Any person authorized by 4200-02-07-48 Rule 0400-20-07-.10 for medical use of radioactive material
may receive, possess, and use any of the following radioactive material for check, calibration,
transmission, and reference use:

(a) Sealed sources manufactured and distributed by persons specifically licensed pursuant to
Chapter 4200-02-10 0400-20-10 or equivalent provisions of the U.S. Nuclear Regulatory
Commission or an Agreement State and that do not exceed 1.11 gigabecquerels (30 millicuries)
each;

(b) Sealed sources, not exceeding 1.11 GBq (30 mCi) each, redistributed by a licensee authorized to
redistribute the sealed sources manufactured and distributed by a person licensed under 4200-
02-10-13 paragraph (12) of theseregulations 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;

(c) Any radioactive material with a half-life of 120 days or less in individual amounts not to exceed
555 megabecquerels (15 millicuries);

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

y 7.4 megabecquerels (200 pCi ); or
2. 1000 times the quantities in Schedule RHS 8-30 Chapter 4200-02-10 0400-20-10; and
(e) Technetium-99m in amounts as needed.

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

1200-02-07-32 0400-20-07-.32 Requirements for Possession of Sealed Sources and Brachytherapy Sources.

(1)

()

)

A licensee in possession of any sealed source or brachytherapy source shall follow the radiation safety
and handling instructions supplied by the manufacturer.

A licensee in possession of a sealed source shall:

(a) Test the source for leakage before its first use unless the licensee has a certificate from the
supplier indicating that the source was tested within 6 months before transfer to the licensee; and

(b) Test the source for leakage at intervals not to exceed 6 months or at other intervals approved by
the Division, the U.S. Nuclear Regulatory Commission, or an Agreement State in the sealed
source and device registry.

If the leak test reveals the presence of 185 Bq (0.005 uCi) or more of removable contamination, the
licensee shall:

SS-7039 (July 2010) 27 RDA 1693



(4)

(5

(a) Immediately withdraw the sealed source from use and store, dispose, or cause it to be repaired in
accordance with the requirements in Chapters 4200-02-05 0400-20-05 and 4200-02-10 0400-20-
10; and

(b) File a report within five 5 days of the leak test in accordance with 1200-02-07-113 Rule 0400-20-
07-.113.

A licensee need not perform a leak test on the following sources:
(a) Sources containing only radioactive material with a half-life of less than 30 days;
(b) Sources containing only radioactive material as a gas;

(c) Sources containing 3.7 MBq (100 pCi) or less of beta or gamma-emitting material or 0.37 MBq
(10 WCi) or less of alpha-emitting material;

(d) Seeds of iridium-192 encased in nylon ribbon; and

(e) Sources stored and not being used. However, the licensee shall test each such source for
leakage before any use or transfer unless it has been leak tested within 6 months before the date
of use or transfer.

A licensee in possession of sealed sources or brachytherapy sources, except for gamma stereotactic
radiosurgery sources, shall conduct a semi-annual physical inventory of all such sources. The licensee
shall retain each inventory record in accordance with 4200-02-07-444 Rule 0400-20-07-.111.

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

4200-02-07-33 0400-20-07-.33 Labeling of Vials and Syringes.

Each syringe and vial that contains unsealed radioactive material must be labeled to identify the radioactive drug.
Each syringe shield and vial shield must also be labeled unless the label on the syringe or vial is visible when

shielded.

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

4200-02-07-34 0400-20-07-.34 Surveys of Ambient Radiation Dose Rate and Contamination.

(1)

)

©)

(%)

(©)

Except as provided in paragraph (2) of this rule, a licensee shall survey with a radiation detection survey
instrument at the end of each day of use all areas where radioactive drugs were prepared for use or
administered.

A licensee shall survey with a radiation detection survey instrument at least once each week all areas
where radioactive drugs or radioactive wastes are stored.

A licensee shall conduct the surveys required by paragraphs (1) and (2) of this rule so as to able to
measure dose rates as low as 1 microsievert (0.1 millirem) per hour.

A licensee shall establish dose rate action levels for the surveys required by paragraphs (1) and (2) of this
rule and shall require that the individual performing the survey immediately notify the Radiation Safety
Officer if a dose rate exceeds an action level.

A licensee shall survey for removable contamination at the end of each day of use all areas where
generators and bulk radioactive drugs are prepared for use or administered and each week where
radioactive materials are stored.

A licensee shall conduct the surveys required by paragraph (5) of this rule so as to be able to detect
contamination on each wipe sample of 33.3 becquerels (2000 dpm).
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(7)

(8)

(9)

A licensee shall establish removable contamination action levels for the surveys required by paragraph
(5) of this rule and shall require that the individual performing the survey immediately notify the Radiation
Safety Officer if contamination exceeds action levels.

A licensee does not need to perform the surveys required by paragraph (1) of this rule in area(s) where
patients or human research subjects are confined when they cannot be released pursuant to 4200-02-07..
-36 Rule 0400-20-07-.35.

A licensee shall retain a record of each survey in accordance with 4200-02-07-91 Rule 0400-20-07-.91.

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

4200-02-07--35 0400-20-07-.35 Release of Individuals Containing Radioactive Drugs or Implants.

(1)

(2)

(3)

(4)

A licensee may authorize the release from its control of any individual who has been administered
radioactive drugs or implants containing radioactive material if the total effective dose equivalent to any
other individual from exposure to the released individual is not likely to exceed 5 millisieverts (0.5 rem).’

A licensee shall provide the released individual, or the individual's parent or guardian, with instructions,
including written instructions, on actions recommended to maintain doses to other individuals as low as is
reasonably achievable if the total effective dose equivalent to any other individual is likely to exceed 1
mSv (0.1 rem). If the total effective dose equivalent to a nursing infant or child could exceed 1 mSv (0.1
rem) assuming there were no interruption of breast-feeding, the instructions must also include:

(a) Guidance on the interruption or discontinuation of breast-feeding; and
(b) Information on the potential consequences, if any, of failure to follow the guidance.

A licensee shall maintain a record of the basis for authorizing the release of an individual in accordance
with 4200-02-07-92 Rule 0400-20-07-.92.

A licensee shall maintain a record of instructions provided to breast-feeding women in accordance with
4200-02-07--982 Rule 0400-20-07-.92.

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

4200-02-07-36 0400-20-07-.36 Provision of Mobile Medical Service.

(M

A licensee providing mobile medical service shall:

(a) Obtain a letter signed by the management of each client for which services are rendered that
permits the use of radioactive material at the client's address and clearly delineates the authority
and responsibility of the licensee and the client;

(b) Check instruments used to measure the activity of unsealed radioactive material for proper
function before medical use at each client's address or on each day of use, whichever is more
frequent. At a minimum, the check for proper function shall include a constancy check;

(c) Check survey instruments for proper operation with a dedicated check source before use at each
client's address; and

(d) Before leaving a client's address, survey all areas of use, to ensure compliance with Chapter
4200-02-05 0400-20-05; and

' The current revision of NUREG-1556, Vol. 9, “Consolidated Guidance about Materials Licenses: Program-Specific Guidance about

Medical Licenses” describes methods for calculating doses to other individuals and contains tables of aclivities not likely to cause doses
exceeding 5 mSv (0.5 rem).
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()

@)

A mobile medical service may not have radioactive material delivered from the manufacturer or the
distributor to the client unless the client has a license allowing possession of the radioactive material.
Radioactive material delivered to the client must be received and handled in conformance with the client's
license.

A licensee providing mobile medical services shall retain the letter required in subparagraph (1)(a) of this
rule and the record of each survey required in subparagraph (1)(d) of this rule in accordance with 4200~
02-07--93 paragraphs (1) and (2) of Rule 0400-20-07-.93, respectively.

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

4200-02-07-37 0400-20-07-.37 Decay-in-Storage.

(1)

()

A licensee may hold radioactive material with a physical half-life of less than 120 days for decay-in-
storage before disposal without regard to its radioactivity if it:

(a) Monitors radioactive material at the surface before disposal and determines that its Radioactivity
cannot be distinguished from the background radiation level with an appropriate calibrated
radiation detection survey meter set on its most sensitive scale and with no interposed shielding;

(b) Removes or obliterates all radiation labels, except for radiation labels on materials that are within
containers and that will be managed as biomedical waste after they have been released from the
licensee; and

A licensee shall retain a record of each disposal permitted under paragraph (1) of this rule in accordance
with 4200-02-07-84 Rule 0400-20-07-.94.

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

4200-02-07-38 0400-20-07-.38 Use of Unsealed Radioactive Material for Uptake, Dilution, and Excretion Studies
for Which a Written Directive is Not Required.

(1

Except for quantities that require a written directive under Rule—4200-02-07-20 paragraph (2) of Rule
0400-20-07-.20, a licensee may use any unsealed radioactive material, prepared for medical use for
uptake, dilution, or excretion that is:

(a) Obtained from.

1. A manufacturer or preparer licensed under 4280-02-18-43 paragraph (10) of Rule 0400-
20-10-.13 or equivalent U.S. Nuclear Regulatory Commission or Agreement State
requirements; or

2. A PET radioactive drug producer licensed under Rule—4200-02-10-44 paragraph (8) of
Rule 0400-20-10-.11 or equivalent Agreement State requirements; or

(b) Excluding production of PET radionuclides, prepared by:
1. An authorized nuclear pharmacist;
2 A physician who is an authorized user and who meets the requirements specified in Rule

4200-02-07-43 0400-20-07-.43, or Rule 4200-02-07-47 0400-20-07-.47 and Rule-1200-
02-07-43 item (1)(c)1(ii)(VIl) of Rule 0400-20-07-.43; or

3. An individual under the supervision, as specified in Rule 4200-02-07-48 0400-20-07-.19
of the authorized nuclear pharmacist in part 1 of this subparagraph or the physician who
is an authorized user in part 2 of this subparagraph; or

(c) Obtained from and prepared by an Agreement State or U.S. Nuclear Regulatory Commission
licensee for use in research in accordance with a radioactive drug research committee-approved
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protocol or an investigational new drug (IND) protocol accepted by Food and Drug Administration
(FDA); or

(d) Prepared by the licensee in accordance with a Radioactive Drug Research Committee approved
application or an Investigational New Drug (IND) protocol accepted by Food and Drug
Administration (FDA) for use in research.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-39 0400-20-07-.39 Training for Uptake, Dilution, and Excretion Studies.

(1) Except as provided in 4200-02-07-28 Rule 0400-20-07-.26, a licensee shall require an authorized user of
unsealed radioactive material for the uses authorized under 4200-02-07-38 Rule 0400-20-07-.38to 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 of part (4)(c)2 of this sule paragraph. To be recognized, a specialty board shall
require a candidate 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

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 4200-02-07-43 Rule 0400-20-07-.43 or 4200-02-07-47 0400-20-07-
.47 or equivalent Agreement State or U.S. Nuclear Regulatory Commission requirements; or

(c) 1. Has completed 60 hours of training and experience, including a minimum of eight 8 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:
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 Rule 4200-02-07-26 0400-20-07-.26, 4200-02-07-39 this rule
4200-02-07--43 Rule 0400-20-07-43, or 1200-02-07-47 0400-20-07-47 or

equivalent U.S. Nuclear Regulatory Commission or agreement State
requirements, involving:

)] Ordering, receiving, and unpacking radioactive materials safely and
performing the related radiation surveys;
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(1 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;

(V) 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

2 Has obtained written attestation, signed by a preceptor authorized user who meets the
requirements in Rule 4200-02-07-26 0400-20-07-.26, 4200-02-07-234 this rule, 4200-02-
07-43 Rule 0400-20-07-.43, or 4200-02-07-47 0400-20-07-.47 or equivalent Agreement
State or U.S. Nuclear Regulatory Commission requirements, that the individual has
satisfactorily completed the requirements in parts (1)(a)1 or (1)(c)1 of this rule and has
achieved a level of competency sufficient to function independently as an authorized user
for the medical uses authorized under Rule 4200-02-07-38 0400-20-07-.28.

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

1200-02-07-40 0400-20-07-.40 Use of Unsealed Radioactive Material for Imaging and Localization Studies for
Which a Written Directive is Not Required.

(1) A licensee may use, for imaging and localization studies, any radioactive material prepared for medical
use, in quantities that do not require a written directive as described in 4200-02-07-20 paragraph (2) of
Rule 0400-20-07-.20 that is:

(a) Obtained from:

1. A manufacturer or preparer licensed under Rule1200-02-10-13 paragraph (10) of Rule
0400-20-10-.13 or equivalent regulations of another Agreement State or U.S. Nuclear
Regulatory Commission requirements; or

2 A PET radioactive drug producer licensed under Rule—4200-02-10-44 paragraph (8) of
Rule 0400-20-10-.11 or equivalent Agreement State 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 4200-02-
07-43 0400-20-07-.43, or Rule 4200-02-07-47 0400-20-07-47 and Rule—1200-02-07-43 item
(1)(c)1(ii)(VIl) of Rule 0400-20-07-.43, or an individual under the supervision of either as specified
in Rule 4200-02-07-19 0400-20-07-.19; or

(c) Obtained from and prepared by an Agreement State or U.S. Nuclear Regulatory Commission
licensee for use in research in accordance with a radioactive drug research committee-approved
protocol or an investigational new drug (IND) protocol accepted by Food and Drug Administration
(FDA); or

(d) Prepared by the licensee for use in research in accordance with a radioactive drug research
committee-approved application or 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.
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4200-02-07-44 0400-20-07-.41 Radionuclide Contaminants.

(1)

(2)

(3

(4)

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

(@)

(b)

More than 0.15 kilobecquerel of molybdenum-99 per megabecquerel of technetium-99m (0.15
HCi of Mo-99 per mCi of Tc-99m); or

More than 0.02 kilobecquerel of strontium-82 per megabecquerel of rubidium-82 chloride injection
(0.02 pCi 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).

To demonstrate compliance with paragraph (1) of this rule, a licensee preparing radioactive drugs from
radionuclide generators shall:

(@)

(b)

Measure the concentration of radionuclide contaminant in the first eluate after receipt of a
molybdenum-99/technetium-99m generator; and

Measure the concentration of radionuclide contaminant in each eluate or extract, as appropriate
for other generator systems.

A licensee who must measure radionuclide contaminant concentration shall retain a record of each
measurement in accordance with +200-02-07-985 Rule 0400-20-07-.95.

A licensee shall report immediately to the Division each occurrence of radionuclide contaminant
concentration exceeding the limits specified in 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.

4200-02-07-42 0400-20-07-.42 Reserved.

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

4200-02-07-43 0400-20-07-.43 Training for Imaging and Localization Studies.

(1)

Except as provided in 4200-02-07-26 Rule 0400-20-07-.26, a licensee shall require an authorized user of
unsealed radioactive material for the uses authorized under 4200-02-07-40 Rule 0400-20-07-40to 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 or an Agreement State and who meets the
requirements in part (c)2 of this paragraph. To be 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

Is an authorized user under 4200-02-07-47 Rule 0400-20-07-.47 and meets the requirements in
item (c)1(ii)(VIl) of this paragraph or equivalent Agreement State or U.S. Nuclear Regulatory
Commission requirements; or

1. 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:
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(i) Classroom and lahoratory training in the following areas:
() Radiation physics and instrumentation;
(1) Radiation protection;,
(1) Mathematics pertaining to the use and measurement of radioactivity;
(V) Chemistry of radioactive material for medical use,
(V) Radiation biology; and

(ii) Work experience, under the supervision of an authorized user, who meets the
requirements in this rule, Rule 4200-02-07-26 0400-20-07-.26, or item (VII) of
this subpart and Rule 1200-82-07-47% 0400-20-07-.47 or equivalent Agreement
State or U.S. Nuclear Regulatory Commission requirements, involving:

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

(1 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;

(V) 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;

(V1) Administering dosages of radioactive drugs to patients or human
research subjects; and

(VIl)  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

2, Has obtained written attestation, signed by a preceptor authorized user who meets the
requirements in this rule, Rule 4200-02-07-26 0400-02-07-.26, or Rule 420-02-07-47
0400-20-07-.47 and item 1(ii)(VI) of this subparagraph or equivalent Agreement State or
U.S. Nuclear Regulatory Commission requirements, that the individual has satisfactorily
completed the requirements in parts (a)1 or (c)1 of this paragraph and has achieved a
level of competency sufficient to function independently as an authorized user for the
medical uses authorized under Rules 4200-02-07-38 0400-20-07-.38 and 4200-02-07-
40 0400-20-07-.40.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-44 0400-20-07-.44 Use of Unsealed Radioactive Material for Which a Written Directive is Required.

(1) A licensee may use any unsealed radioactive material for diagnostic or therapeutic medical use for which
a written directive is required that has been:

(a) Obtained from:
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(b)

(c)

(d)

1. A manufacturer or preparer licensed under Rule-4200-02-07-10-13 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 Rule—3200-02-10-44 paragraph (8) of
Rule 0400-20-10-.11 or equivalent Agreement State requirements; or

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 1200-02-
07-43 0400-20-07-.43, Rule 4200-02-07-47 0400-20-07-47, or an individual under the
supervision of either as specified in Rule 4200-02-07-48 0400-20-07-.19; or

Obtained from and prepared by an Agreement State or U.S. Nuclear Regulatory Commission
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.

4200-02-07-45 0400-20-07-.45 Safety Instructions.

(1) In addition to the requirements of 4200-02-04-42 Rule 0400-20-04-.12;

(a)

(b)

A licensee shall provide radiation safety instruction, initially and at least annually, to personnel
caring for patients or human research subjects that have received therapy with a radioactive drug,
and cannot be released under 4200-02-07-35 Rule 0400-20-07-.35. The instruction must be
appropriate to the personnel's assigned duties and include the following:

1 Patient or human research subject control; and
2, Visitor control to include the following:

(i) Routine visitation to hospitalized individuals in accordance with Chapter 1200-02-
05 0400-20-05;

(ii) Contamination control;

(iii) Waste control; and

(iv) Notification of the radiation safety officer, or their designee, and the authorized
user if the patient or the human research subject has a medical emergency or

dies.

A licensee shall retain a record of individuals receiving instruction in accordance with 4200-02.07.
95 Rule 0400-20-07-.96.

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

4200-02-07--46 0400-20-07-.46 Safety Precautions.

(1) For each patient or human research subject receiving radiopharmaceutical therapy and hospitalized for
compliance with 4200-02-07-36 Rule 0400-20-07-.35, a licensee shall:

(a)

Quarter the patient or the human research subject either in:

1 A private room with a private sanitary facility; or
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2, A room, with a private sanitary facility, with another individual who also has received
radiopharmaceutical therapy and who also cannot be released under 1200-02-07-35
Rule 0400-20-07-.35;

(b) Visibly post the patient's or the human research subject's room with a “Caution Radioactive
Materials” sign;

(c) Note on the door or in the patient's or human research subject's chart where and how long
visitors may stay in the patient's or the human research subject's room; and

(d) Either monitor material and items removed from the patient's or the human research subject’s
room to determine that their radioactivity cannot be distinguished from the natural background
radiation level with a radiation detection survey instrument set on its most sensitive scale and with
no interposed shielding, or handle the material and items as radioactive waste.

(2) The Radiation Safety Officer, or his or her designee, and the authorized user shall be notified immediately
if the hospitalized patient or human research subject dies or has a medical emergency.

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

4200-02-07-47 0400-20-07-.47 Training for Use of Unsealed Radioactive Material for Which a Written Directive is
Required.

(1) Except as provided in 42080-62-07-26 Rule 0400-20-07-.26, a licensee shall require an authorized user of
unsealed radioactive material for the uses authorized under 4200-02-07-44 Rule 0400-20-07-.44 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 an Agreement State and who meets the
requirements in item (1)(b)1(ii)(VI) and part (1)(b)2 of this rule. (Specialty boards whose
certification processes have been recognized by the U.S. Nuclear Regulatory Commission or an
Agreement State will be posted on the U.S. Nuclear Regulatory Commission’'s Web page.) To be
recognized, a specialty board shall require a candidate for certification to:

i 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 on Postgraduate Training of the
American Osteopathic Association; and

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

(b) 1. Have 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:
(1 Radiation physics and instrumentation;
(11 Radiation protection;

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

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

(ii) Work experience, under the supervision of an authorized user who meets the
requirements of this rule, Rule 1200-02-07-286 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:

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

(11 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

(V1) Administering dosages of radioactive drugs to patients or human
research subjects involving a minimum of three 3 cases in each of the
following categories for which the individual is requesting authorized user
status:

. 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 in this also satisfies the requirement in subitem | of this
item;

Il Parenteral administration of any beta emitter or a photon-
emitting radionuclide with a photon energy less than 150 keV, for
which a written directive is required; and/or

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

Have 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 authorized user for the medical uses authorized under Rule 4200
02-07-44 0400-20-07-44. The written attestation must be signed by a preceptor
authorized user who meets the requirements in this rule, Rule 1200-02-07-28 0400-20-
07-26, or equivalent U.S. Nuclear Regulatory Commission or Agreement State
requirements. The preceptor authorized user, who meets the requirements in this
subparagraph, must have experience in administering dosages in the same dosage
category or categories (i.e., item A1(ii)(Vl) of this subparagraph) as the individual
requesting authorized user status.
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Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

1200-02-07-48 0400-20-07-.48 Training for the Oral Administration of Sodium lodine I-131 Requiring a Written
Directive in Quantities Less Than or Equal to 1.22 Gigabecquerels (33 Millicurries).

(1) Except as provided in 4200-02-07-26 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 subparagraph (c) of this paragraph and whose certification has been recognized
by the Division, the U.S. Nuclear Regulatory Commission or an Agreement State and who meets
the requirements in part (c)3 of this paragraph; (The names of board certifications which have
been recognized by the U.S. Nuclear Regulatory Commission or an Agreement State will be
posted on the U.S. Nuclear Regulatory Commission's Web page); or

(b) Is an authorized user under 4200-02-07-47 Rule 0400-20-07-.47 for uses listed in 4200-02-07-
47 subitem (1)(b)1(ii)(VI)l or Il of Rule 0400-20-07-.47, 4200-02-07-49 Rule 0400-20-07-.49, or
equivalent Agreement State or U.S. Nuclear Regulatory Commission requirements; or

(c) 1 Has successfully completed 80 hours of classroom and laboratory training, applicable to
the medical use of sodium iodide |-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

2. Has work experience, under the supervision of an authorized user who meets the
requirements in Rule 4200-02-07-26 0400-20-07-.26, 1208-02-07-47 0400-20-07-.47,
1200-02-07-48 0400-20-07-.48, 4200-02-07-49 0400-20-07-49, or equwalent
Agreement State or U.S. Nuclear Regulatory Commission requirements. A supervising
authorized user who meets the requirements in Rule1200-02-07-47 subparagraph (1)(b)
of Rule 0400-20-07-47, must also have experience in administering dosages as
specified in Rule31200-02-07-47 subitem (1)(b)1(ii)(VI)! or Il 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
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(vi) Administering dosages to patients or human research subjects, that includes at
least 3 cases involving the oral administration of less than or equal to 1.22
gigabecquerels (33 millicuries) of sodium iodide I-131; and

Has obtained written attestation that the individual has satisfactorily completed the
requirements in 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 42080-02-07-44 0400-20-07-.44. The written attestation must be
signed by a preceptor authorized user who meets the requirements in Rule 4200-02-07.
=26 0400-20-07-.268, 1200-02-07-47 0400-20-07-.47, 4200-02-07-48 0400-20-07-.48
4200-02-07-48 0400-20-07-.49, or equivalent Agreement State or U.S. Nuclear
Regulatory Commission requirements. A preceptor authorized user, who meets the
requirement in Rule—200-02-07-47 subparagraph (1)(b) of Rule 0400-20-07-.47, must
also have experience in administering dosages as specified in Rule4200-02.07 47
subitem (1)(b)1(ii}(VD)I or Il of Rule 0400-20-07-.47.

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

4200-02-07-49 0400-20-07-.49 Training for the Oral Administration of Sodium lodine [-131 Requiring a written
Directive in Quantities Greater than 1.22 Gigabecquerels (33 Millicurries).

(1) Except as provided in 4200-02-07-28 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 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 parts (¢)1 and 2 of this paragraph and whose certification has been recognized
by the Division, the U.S. Nuclear Regulatory Commission or an Agreement State, and who meets
the requirements in part (1)(c)3 of this rule (The names of board certifications which have been
recognized by the U.S. Nuclear Regulatory Commission or an Agreement State will be posted on
the U.S. Nuclear Regulatory Commission's Web page); or

(b) Is an authorized user under 1200-02-07-47 Rule 0400-20-07-.47 for uses listed in 4200-02-07-
A7 subitem (1)(b)1(ii)(VD)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;
(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 1200-02-07-26 0400-20-07-.26, 1200-02-07-47 0400-20-07-.47
0400-20-07-49 this rule, or equivalent Agreement State or U.S. Nuclear Regulatory
Commission requirements. A supervising authorized user, who meets the requirements in
Rule1200-02-07-47 subparagraph (1)(b) of Rule 0400-20-07-.47, must have experience
in administering dosages as specified in Rule4200-02-07-47 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;
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(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
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 cases involving the oral administration of greater than 1.22
gigabecquerels (33 millicuries) of sodium iodide I-131; and

3. Has obtained written attestation that the individual has satisfactorily completed the
requirements in 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 4200-02-07-44 0400-20-07-.44. The written attestation must be
signed by a preceptor authorized user who meets the requirements in Rule 4200-02.07-
26 0400-20-07-.26, 4200-02-07-47 0400-20-07-47, 4200-02-07-49 this rule, or
equivalent Agreement State or U.S. Nuclear Regulatory Commission requirements. A
preceptor authorized user, who meets the requirements in Rule 1200-02-07-47

subparagraph (1)(b) of Rule 0400-20-07-.47, must have experience in administering
dosages as specified in Rule4200-02-07-47 subitem (1)(b)1(ii)(VDIl of Rule 0400-20-07-
A7.

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

4200-02-07-50 0400-20-07-.50 Training for the Parenteral Administration of Unsealed Radioactive Material
Requiring a Written Directive.

(1) Except as provided in Rule 4200-02-07-26 0400-20-07-.26, a licensee shall require an authorized user
for the parenteral administration requiring a written directive, to be a physician who:

(a) Is an authorized user under Rule 4200-02-07-47 0400-20-07-.47 for uses listed in Rule1200-02.
07-47 subitem (1)(b)1(ii)(VDIl or 4200-02-07-47{1}bMEHV IV of Rule 0400-20-07-47, or

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

(b) Is an authorized user under Rule 4200-02-07-58 0400-20-07-.59 or 4200-02-07--80 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; or

(c) 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 4200-02-07-59 0400-
20-07-.59 or 4200-02-07-80 0400-20-07-.80, and who meets the requirements in subparagraph
(d) of this paragraph.

(d) 1. Has successfully completed 80 hours of classroom and laboratory training, applicable to
parenteral administrations, for which a written directive is required, of any beta emitter or
any photon-emitting radionuclide with a photon energy less than 150 keV, and/or
parenteral administration of any other radionuclide for which a written directive is
required. The training must include:

(i) Radiation physics and instrumentation;

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

2. Has work experience, under the supervision of an authorized user who meets the
requirements in Rule 4200-02-07-26 0400-20-07-.26, 4200-02-07-47 0400-20-07-47 or
4200-02-07-50 this rule, or equivalent Agreement State or U.S. Nuclear Regulatory
Commission requirements, in the parenteral administration, for which a written directive is
required, of any beta emitter or any photon-emitting radionuclide with a photon energy
less than 150 keV, and/or parenteral administration of any other radionuclide for which a
written directive is required. A supervising authorized user who meets the requirements in
Rule 1200-02-007-47 0400-20-07-.47 must have experience in administering dosages as
specified in Rule—34200-02-07-47 subitems (1)(b)1(ii)(VI)IIl and/or IV 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;

(i) 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
least three 3 cases involving the parenteral administration, for which a written
directive is required, of any beta emitter or any photon-emitting radionuclide with
a photon energy less than 150 keV and/or at least three 3 cases involving the
parenteral administration of any other radionuclide, for which a written directive is
required; and

3. 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 preceptor authorized user who meets the requirements in
Rule 4200-02-07-26 0400-20-07-.26, 1200-02-07-47 0400-20-07-.47, 4200-02-07-50
this_rule, or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements. A preceptor authorized user, who meets the requirements in Rule 4208-02-
07-47 0400-20-07-.47, must have experience in administering dosages as specified in
Rule-1200-02-07-47 subitems (1)(b)1(ii)(VI)IIl and/or IV of Rule 0400-20-07-.47.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07- 51 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; or
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(b) In research in accordance with an active investigational device exemption (IDE) application
accepted by the Food and Drug Administration (FDA) provided the requirements of 4200-02-07-
22 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.

4200-02-07-52 0400-20-07-.52 Surveys after Source Implants and Removal.

(1)

)

(3)

Immediately after implanting sources in a patient or a human research subject, a licensee shall make a
survey to locate and account for all sources that have not been implanted.

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

A licensee shall retain a record of the surveys in accordaﬁce with 4200-02-07-97 Rule 0400-20-07-.97.

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

4200-02-07-53 0400-20-07-.53 Brachytherapy Source Accountability.

(1)
(2)

@)

A licensee shall maintain accountability at all times for all brachytherapy sources in storage or use.

As soon as possible after removing sources from a patient or a human research subject, a licensee shall
return brachytherapy sources to a secure storage area.

A licensee shall maintain a record of the brachytherapy source accountability in accordance with 4200-
02-07--988 Rule 0400-20-07-.98.

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

4200-02-07--54 0400-20-07-.54 Safety Instructions.

(1)

In addition to the requirements of 4200-02-07-12 Rule 0400-20-04-.12:

(a) A licensee shall provide radiation safety instruction, initially and at least annually, to personnel
caring for patients or human research subjects who are receiving brachytherapy and cannot be
released under 4200-02-07--35 Rule 0400-20-07-.35. Instruction must be commensurate with the
duties of the personnel and include the:

It Size and appearance of the brachytherapy sources;
2. Safe handling and shielding instructions;

3. Patient or human research subject control;

4, Visitor control, including both:

(i) Routine visitation of hospitalized individuals in accordance with 4200-02-05-60
subparagraph (1){a) of Rule 0400-20-05-.60; and

(ii) Visitation authorized in accordance with 4200-02-056-60 paragraph (2) of Rule
0400-20-05-.60; and

5. Notification of the radiation safety officer, or his or her designee, and an authorized user
if the patient or the human research subject has a medical emergency or dies.

(b) A licensee shall retain a record of individuals receiving instruction in accordance with 4200-02-07-
-86 Rule 0400-20-07-.96.
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Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

1200-02-07-55 0400-20-07-.55 Safety Precautions for Patients or Human Research Subjects Receiving
Brachytherapy.

(1) For each patient or human research subject who is receiving brachytherapy and cannot be released
under 4200-02-07-35 Rule 0400-20-07-.35, a licensee shall:
(a) Not quarter the patient or the human research subject in the same room as an individual who is
not receiving brachytherapy;
(b) Visibly post the patient's or human research subject's room with a "Caution- Radioactive
Materials” sign; and
(c) Note on the door or in the patient's or human research subject's chart where and how long
visitors may stay in the patient’s or human research subject's room.
(2) A licensee shall have emergency response equipment available near each treatment room to respond to
a source:

(a) Dislodged from the patient; and
(b) Lodged within the patient following removal of the source applicators.

(3) The radiation safety officer, or their designee, and an authorized user shall be notified immediately if the
patient or human research subject has a medical emergency or dies.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-58 0400-20-07-.56 Calibration Measurements of Brachytherapy Sources.

(1) Before the first medical use of a brachytherapy sealed source on or after the-effective-dateof thisrule
March 21, 2010, a licensee shall have:

(a) Determined the source output or activity using a dosimetry system that meets the requirements of
4200-02-07-68 Rule 0400-20-07-.68;

(b) Determined source positioning accuracy within applicators; and

(c) Used published protocols currently accepted by nationally recognized bodies to meet the
requirements of subparagraphs (a) and (b) of this paragraph.

(2) Instead of a licensee making its own measurements as required in paragraph (1) of this rule, the licensee
may use measurements provided by the source manufacturer or by a calibration laboratory accredited by
the American Association of Physicists in Medicine that are made in accordance with paragraph (1) of this
rule.

(3) A licensee shall mathematically correct the outputs or activities determined in paragraph (1) of this rule for
physical decay at intervals consistent with 1 percent physical decay.

(4) A licensee shall retain a record of each calibration in accordance with 4260-82-067-898 Rule 0400-20-07-
99.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-57 0400-20-07-.57 Decay of Strontium-90 Sources for Ophthalmic Treatments.

(1) Only an authorized medical physicist shall calculate the activity of each strontium-90 source that is used
to determine the treatment times for ophthalmic treatments. The decay must be based on the activity
determined under 4200-02-07--56 Rule 0400-20-07-.56.
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(2) A licensee shall retain a record of the activity of each strontium-90 source in accordance with 4200-02-07-
100 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.
1200-02-07-58 0400-20-07-.58 Therapy-Related Computer Systems.

(1) The licensee shall perform or shall verify and maintain documentation of acceptance testing on the
treatment planning system of therapy-related computer systems in accordance with published protocols
accepted by nationally recognized bodies. At a minimum, the acceptance testing must include, as
applicable, verification of:

(a) The source-specific input parameters required by the dose calculation algorithm;

(b) The accuracy of dose, dwell time, and treatment time calculations at representative points;

(c) The accuracy of isodose plots and graphic displays; and

(d) The accuracy of the software used to determine sealed source positions from radiographic
images.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07--59 0400-20-07-.59 Training for Use of Manual Brachytherapy Sources.
(1) Except as provided in Rule 4200-02-07-28 0400-20-07-.26, a licensee shall require an authorized user of

a manual brachytherapy source for the uses authorized under 4200-02-07-51 Rule 0400-20-07-.51 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 of this paragraph. (The names of board certifications which have been
recognized by the U.S. Nuclear Regulatory Commission or an Agreement State will be posted on
the U.S. Nuclear Regulatory Commission's Web page.) To be recognized, a specialty board shall
require all candidates for certification to:

1 Successfully complete a minimum of 3 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 Committee on Postgraduate Training of the American Osteopathic Association; and

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

(b) T 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:
(0] Radiation physics and instrumentation;
(1 Radiation protection;
(1) Mathematics pertaining to the use and measurement of radioactivity; and

(IV)  Radiation biology; and
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(ii) 500 hours of work experience, under the supervision of an authorized user who
meets the requirements in this rule, Rule 4200-02-07-26 0400-20-07-.26, or
equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements at a medical institution, involving:

(1 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;
(IV) Maintaining running inventories of material on hand,;

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

(VI Using emergency procedures to control radioactive material; and

2. Has completed three 3 years of supervised clinical expenence in radiation oncology,
under an authorized user who meets the requirements in this rule, Rule 4200-02-07-26
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 the Royal College of Physicians and Surgeons of Canada or the Committee
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

3. Has obtained written attestation, signed by a preceptor authorized user who meets the
requirements in this rule, Rule 4200-02-07-26 0400-20-07-.26, or equivalent Agreement
State or U.S. Nuclear Regulatory Commission requirements, that the individual has
satisfactorily completed the requirements in part (a)1, or parts (b)1 and 2 of this
paragraph and has achieved a level of competency sufficient to function independently as
an authorized user of manual brachytherapy sources for the medical uses authorized
under Rule 4200-02-07-54 0400-20-07-.51.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-60 0400-20-07-.60 Training for Ophthalmic Use of Strontium-80.
(1) Except as provided in 4200-02-07-26 Rule 0400-20-07-.26, a licensee shall require the authorized user

of strontium-90 for ophthalmic uses authorized under 4200-02-07-54 Rule 0400-20-07-.51 to be a
physician who:

(a) Is an authorized user under 4200-02-07-59 Rule 0400-20-07-.59 or equivalent Agreement State
or U.S. Nuclear Regulatory Commission requirements; or

(b) 1. Has completed 24 hours of classroom and laboratory training applicable to the medical
use of strontium-90 for ophthalmic radiotherapy. The training must include:

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

(iv) Radiation biology; and
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2. Supervised clinical training in ophthalmic radiotherapy under the supervision of an
authorized user at a medical institution, clinic, or private practice that includes the use of
strontium-90 for the ophthalmic treatment of five 5 individuals. This supervised clinical
training must involve:

(i) Examination of each individual to be treated;
(ii) Calculation of the dose to be administered;
(iii) Administration of the dose; and
(iv) Follow up and review of each individual's case history; and
3. Has obtained written attestation, signed by a preceptor authorized user who meets the
requirements in Rule 4200-02-07-26 0400-20-07-.26, 4200-02-07-58 0400-20-07-.59,
this rule, or equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements, that the individual has satisfactorily completed the requirements in
subparagraph (b) of this paragraph and has achieved a level of competency sufficient to
function independently 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.
4200-02-07-81 0400-20-07-.61 Use of Sealed Sources for Diagnosis.

A licensee shall use only sealed sources for diagnostic medical uses as approved in the sealed source and
device registry.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
1200-02-07-62 0400-20-07-.62 Training for Use of Sealed Sources for Diagnosis.
(1) Except as provided in 4200-02-07-26 Rule 0400-20-07-.26, a licensee shall require the authorized user

of a diagnostic sealed source for use in a device authorized under 4200-02-07-61 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
subparagraphs (b) and (c) 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 have been recognized by the U.S. Nuclear Regulatory Commission or an
Agreement State will be posted on the U.S. Nuclear Regulatory Commission's Web page); or

(b) Has completed eight 8 hours of classroom and laboratory training in basic radionuclide handling
techniques specifically applicable to the use of the device. The training must include:
1 Radiation physics and instrumentation;
2. Radiation protection;
3 Mathematics pertaining to the use and measurement of radioactivity;
4, Radiation biology; and
(c) 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.

4200-02-07-63 0400-20-07-.63 Use of Sealed Source in Remote Afterloader Unit, Teletheraphy Unit, or Gamma
Stereotactic Radiosurgery Unit.
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(1)

A licensee shall use sealed sources in photon emitting remote afterloader units, teletherapy units, or
gamma stereotactic radiosurgery units for therapeutic medical uses:

(a) As approved in the sealed source and device registry; or
(b) In research in accordance with an active investigational device exemption (IDE) application

accepted by the Food and Drug Administration (FDA) provided the requirements ef4200-02-07-
-22 in 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.

4200-02-07-84 0400-20-07-.64 Surveys of Patients and Human Research Subjects Treated with a Remote
Afterloader Unit.

(1)

(2)

Before releasing a patient or a human research subject from licensee control, a licensee shall survey the
patient or the human research subject and the remote afterloader unit with a portable radiation detection
survey instrument to confirm that the source(s) has been removed from the patient or human research
subject and returned to the safe shielded position.

A licensee shall retain a record of these surveys in accordance with 4200-02-07-87 Rule 0400-20-07-.97.

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

1200-02-07-66 0400-20-07-.65 Installation, Maintenance, Adjustment, and Repair.

(1)

(2)

3

(4)

Only a person specifically licensed by the Division, the U.S. Nuclear Regulatory Commission, or an
Agreement State shall install, maintain, adjust, or repair a remote afterloader unit, teletherapy unit, or
gamma stereotactic radiosurgery unit that involves work on the source(s) shielding, the source(s) driving
unit, or other electronic or mechanical component that could expose the source(s), reduce the shielding
around the source(s), or compromise the radiation safety of the unit or the source(s).

Except for low dose-rate remote afterloader units, only a person specifically licensed by the Division, the
U.S. Nuclear Regulatory Commission, or an Agreement State shall install, replace, relocate, or remove a
sealed source or source contained in other remote afterloader units, teletherapy units, or gamma
stereotactic radiosurgery units.

For a low dose-rate remote afterloader unit, only a person specifically licensed by the Division, the U.S.
Nuclear Regulatory Commission, or an Agreement State or an authorized medical physicist shall install,
replace, relocate, or remove a sealed source(s) contained in the unit.

A licensee shall retain a record of the installation, maintenance, adjustment, and repair of remote
afterloader units, teletherapy units, and gamma stereotactic radiosurgery units in accordance with 4200-
02-07-104 Rule 0400-20-07-.101.

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

4200-02-07-86 0400-20-07-.66 Safety Procedures and Instructions for Remote Afterloader Units, Teletherapy
Units, and Gamma Stereotactic Radiosurgery Units.

(1)

A licensee shall:

(a) Secure the unit, the console, the console keys, and the treatment room when not in use or
unattended;
(b) Permit only individuals approved by the authorized user, radiation safety officer, or authorized

medical physicist to be present in the treatment room during treatment with the source(s);

(c) Prevent dual operation of more than one radiation producing device in a treatment room if
applicable; and
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)

3)

4)

®)

(6)

(@)

(d) Develop, implement, and maintain written procedures for responding to an abnormal situation
when the operator is unable to place the source(s) in the shielded position, or remove the patient
or human research subject from the radiation field with controls from outside the treatment room.
These procedures must include:

1 Instructions for responding to equipment failures and the names of the individuals
responsible for implementing corrective actions;

2. The process for restricting access to and posting of the treatment area to minimize the
risk of inadvertent exposure; and

3. The names and telephone numbers of the authorized users, the authorized medical
physicist, and the radiation safety officer to be contacted if the unit or console operates
abnormally.

A copy of the procedures required by subparagraph (1)(d) of this rule must be physically located at the
unit console.

A licensee shall post instructions at the unit console to inform the operator of:
(a) The location of the procedures required by subparagraph (1)(d) of this rule; and

(b) The names and telephone numbers of the authorized users, the authorized medical physicist, and
the radiation safety officer to be contacted if the unit or console operates abnormally.

A licensee shall provide instruction, initially and at least annually, to all individuals who operate the unit,
as appropriate to the individual's assigned duties, in:

(a) The procedures identified in subparagraph (1)(d) of this rule; and
(b) The operating procedures for the unit.

A licensee shall ensure that operators, authorized medical physicists, and authorized users participate in
drills of the emergency procedures, initially and at least annually.

A licensee shall retain a record of individuals receiving instruction required by paragraph (4) of this rule, in
accordance with 1200-02-07--86 Rule 0400-20-07-.96.

A licensee shall retain a copy of the procedures required by subparagraphs (1)(d) and (4)(b) of this rule in
accordance with 1200-02-07-102 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.

1200-02-07--67 0400-20-07-.67 Safety Precautions for Remote Afterloader Units, Teletherapy Units, and Gamma
Stereotactic Radiosurgery Units.

(1)
@)

3)

A licensee shall control access to the treatment room by a door at each entrance.

A licensee shall equip each entrance to the treatment room with an electrical interlock system that will:

(a) Prevent the operator from initiating the treatment cycle unless each treatment room entrance door
is closed;

(b) Cause the source(s) to be shielded when an entrance door is opened; and

(c) Prevent the source(s) from being exposed following an interlock interruption until all treatment

room entrance doors are closed and the source(s) on-off control is reset at the console.

A licensee shall require any individual entering the treatment room to assure, through the use of
appropriate radiation monitors, that radiation levels have returned to ambient levels.
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(4)

®)

(6)

7

Except for low-dose remote afterloader units, a licensee shall construct or equip each treatment room
with viewing and intercom systems to permit continuous observation of the patient or the human research
subject from the treatment console during irradiation.

For licensed activities where sources are placed within the patient’'s or human research subject’s body, a
licensee shall only conduct treatments which allow for expeditious removal of a decoupled or jammed
source.

In addition to the requirements specified in paragraphs (1) through (5) of this rule, a licensee shall:
(a) For low dose rate, medium dose-rate, and pulsed dose-rate remote afterloader units, require:

1 An authorized medical physicist and either an authorized user or a physician, under the
supervision of an authorized user, who has been trained in the operation and emergency
response for the unit to be physically present during the initiation of all patient treatments
involving the unit; and

2. An authorized medical physicist and either an authorized user or an individual, under the
supervision of an authorized user, who has been trained to remove the source
applicator(s) in the event of an emergency involving the unit, to be immediately available
during continuation of all patient treatments involving the unit.

(b) For high dose-rate remote afterloader units, require:

1. An authorized user and an authorized medical physicist to be physically present during
the initiation of all patient treatments involving the unit; and

2. An authorized medical physicist and either an authorized user or a physician, under the
supervision of an authorized user, who has been trained in the operation and emergency
response for the unit, to be physically present during continuation of all patient treatments
involving the unit.

(c) For gamma stereotactic radiosurgery units, require an authorized user and an authorized medical
physicist to be physically present throughout all patient treatments involving the unit.

(d) Notify the radiation safety officer, or their designee, and an authorized user as soon as possible if
the patient or human research subject has a medical emergency or dies.

A licensee shall have emergency response equipment available near each treatment room to respond to
a source that inadvertently:

(a) Remains in the unshielded position; or

(b) Lodges within the patient following completion of the treatment.

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

4200-02-07-68 0400-20-07-.68 Dosimetry Equipment.

(1

Except for low dose-rate remote afterloader sources where the source output or activity is determined by
the manufacturer, a licensee shall have a calibrated dosimetry system available for use. To satisfy this
requirement, one of the following two conditions must be met:

(a) The system must have been calibrated using a system or source traceable to the National
Institute of Science and Technology (NIST) and published protocols accepted by nationally
recognized bodies; or by a calibration laboratory accredited by the American Association of
Physicists in Medicine (AAPM). The calibration must have been performed within the previous
two 2 years and after any servicing that may have affected system calibration; or
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(3)

(b) The system must have been calibrated within the previous four 4 years. 18 to 30 months after
that calibration, the system must have been intercompared with another dosimetry system that
was calibrated within the past twenty-four 24 months by NIST or by a calibration laboratory
accredited by the AAPM. The results of the intercomparison must have indicated that the
calibration factor of the licensee’s system had not changed by more than twe 2 percent. A
licensee may not use the intercomparison result to change the calibration factor. When
intercomparing dosimetry systems to be used for calibrating sealed sources for therapeutic units,
the licensee shall use a comparable unit with beam attenuators or collimators, as applicable, and
sources of the same radionuclide as the source used at the licensee’s facility.

A licensee shall have available for use a dosimetry system available for use for spot-check output
measurements, if applicable. To satisfy this requirement, the system may be compared with a system that
has been calibrated in accordance with paragraph (1) of this rule. This comparison must have been
performed within the previous year and after each servicing that may have affected system calibration.
The spot-check system may be the same system used to meet the requirement in paragraph (1) of this
rule.

A licensee shall retain a record of each calibration, intercomparison, and comparison in accordance with
4200-02-07-403 Rule 0400-20-07-.103.

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

4200-02-07-60 0400-20-07-.69 Full Calibration Measurements on Teletherapy Units.

(1

)

A licensee authorized to use a teletherapy unit for medical use shall perform full calibration
measurements on each teletherapy unit:

(a) Before the first medical use of the unit; and
(b) Before medical use under the following conditions:
1. Whenever spot-check measurements indicate that the output differs by more than five 5

percent from the output obtained at the last full calibration corrected mathematically for
radioactive decay;

2 Following replacement of the source or following reinstallation of the teletherapy unit in a
new location;
E Following any repair of the teletherapy unit that includes removal of the source or major

repair of the components associated with the source exposure assembly; and
(c) At intervals not exceeding ene 1 year.

To satisfy the requirement of paragraph (1) of this rule, full calibration measurements must include
determination of:

(a) The output within £3 percent for the range of field sizes and for the distance or range of distances
used for medical use;

(b) The coincidence of the radiation field and the field indicated by the light beam localizing device;

(c) The uniformity of the radiation field and its dependence on the orientation of the useful beam;
(d) Timer accuracy and linearity over the range of use;

(e) On-off error; and

(f The accuracy of all distance measuring and localization devices in medical use.
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(6)

(7)

A licensee shall use the dosimetry system described in 4200-02-07-€8 paragraph (1) of Rule 0400-20-
07-.68 to measure the output for one set of exposure conditions. The remaining radiation measurements
required in subparagraph (2)(a) of this rule may be made using a dosimetry system that indicates relative
dose rates.

A licensee shall make full calibration measurements required by paragraph (1) of this rule in accordance
with published protocols accepted by nationally recognized bodies.

A licensee shall mathematically correct the outputs determined in subparagraph (2)(a) of this rule for
physical decay for intervals not exceeding ene 1 month for cobalt-60, six 6 months for cesium-137, or at
intervals consistent with ene 1 percent decay for all other nuclides.

Full calibration measurements required by paragraph (1) of this rule and physical decay corrections
required by paragraph (5) of this rule must be performed by the authorized medical physicist.

A licensee shall retain a record of each calibration in accordance with 4200-02-07-104 Rule 0400-20-07-
.104.

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

4200-02-07-70 0400-20-07-.70 Full Calibration Measurements on Remote Afterloader Units.

(1)

(2)

3)

A licensee authorized to use a remote afterloader unit for medical use shall perform full calibration
measurements on each unit:

(a) Before the first medical use of the unit;
(b) = Before medical use under the following conditions:
1. Following replacement of the source or following reinstallation of the unit in a new

location outside the facility; and

2. Following any repair of the unit that includes removal of the source or major repair of the
components associated with the source exposure assembly; and

(c) At intervals not exceeding ene 1 calendar quarter for high dose-rate, medium dose-rate, and
pulsed dose-rate remote afterloader units with sources whose half-life exceeds 75 days; and

(d) At intervals not exceeding ene 1 year for low dose-rate remote afterloader units.

To satisfy the requirement of paragraph (1) of this rule, full calibration measurements must include, as
applicable, determination of:

(a) The output within £5 percent;

(b) Source positioning accuracy to within £1 millimeter;

(c) Source retraction with backup battery upon power failure;
(d) Length of the source transfer tubes;

(e) Timer accuracy and linearity over the typical range of use;

(f) Length of the applicators; and
(9) Function of the source transfer tubes, applicators, and transfer tube-applicator interfaces.

A licensee shall use the dosimetry system described in 4200-02-07-68 paragraph (1) of Rule 0400-20-
07-.68 to measure the output.
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(4)

(6)

(1)

(8)

©)

A licensee shall make full calibration measurements required by paragraph (1) of this rule in accordance
with published protocols accepted by nationally recognized bodies.

In addition to the requirements for full calibrations for low dose-rate remote afterloader units in paragraph
(2) of this rule, a licensee shall perform an autoradiograph of the source(s) to verify inventory and
source(s) arrangement at intervals not exceeding ene 1 calendar quarter.

For low dose-rate remote afterloader units, a licensee may use measurements provided by the source
manufacturer that are made in accordance with paragraphs (1) through (5) of this rule.

A licensee shall mathematically correct the outputs determined in subparagraph (2)(a) of this rule for
physical decay at intervals consistent with ere 1 percent physical decay.

Full calibration measurements required by paragraph (1) of this rule and physical decay corrections
required by paragraph (7) of this rule must be performed by the authorized medical physicist.

A licensee shall retain a record of each calibration in accordance with 4200-02-07-104 Rule 0400-20-07-
.104.

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

4200-02-07-71 0400-20-07-.71 Full Calibration Measurements on Gamma Stereotactic Radiosurgery Units.

(M

@)

A licensee authorized to use a gamma stereotactic radiosurgery unit for medical use shall perform full
calibration measurements on each unit:

(a) Before the first medical use of the unit;
(b) Before medical use under the following conditions:
1. Whenever spot-check measurements indicate that the output differs by more than five 5

percent from the output obtained at the last full calibration corrected mathematically for
radioactive decay;

2. Following replacement of the sources or following reinstallation of the gamma
stereotactic radiosurgery unit in a new location; and

3. Following any repair of the gamma stereotactic radiosurgery unit that includes removal of
the sources or major repair of the components associated with the source assembly; and

(c) At intervals not exceeding ere 1 year, with the exception that relative helmet factors need only be
determined before the first medical use of a helmet and following any damage to a helmet.

To satisfy the requirements of paragraph (1) of this rule, full calibration measurements must include
determination of:

(a) The output within £3 percent;

{(b) Relative helmet factors;

(c) Isocenter coincidence;

(d) Timer accuracy and linearity over the range of use;

(e) On-off error;

(f) Trunnion centricity,;

(9) Treatrf?ent table retraction mechanism, using backup battery power or hydraulic backups with the
unit off;

S§S-7039 (July 2010) 52 RDA 1693



3)

(4)

()

(6)

(7)

(h) Helmet microswitches;

(i) Emergency timing circuits; and

)] Stereotactic frames and localizing devices (trunnions).

A licensee shall use the dosimetry system described in 1200-02-07-68 paragraph (1) of Rule 0400-20-
07-.68 to measure the output for one set of exposure conditions. The remaining radiation measurements

required in subparagraph (2)(a) of this rule may be made using a dosimetry system that indicates relative
dose rates.

A licensee shall make full calibration measurements required by paragraph (1) of this rule in accordance
with published protocols accepted by nationally recognized bodies.

A licensee shall mathematically correct the outputs determined in subparagraph (2)(a) of this rule at
intervals not exceeding ene 1 month for cobalt-60 and at intervals consistent with ere 1 percent physical
decay for all other radionuclides.

Full calibration measurements required by paragraph (1) of this rule and physical decay corrections
required by paragraph (5) of this rule must be performed by the authorized medical physicist.

A licensee shall retain a record of each calibration in accordance with 4200-02-07 104 Rule 0400-20-07-
.104.

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

4200-02-07-72 0400-20-07-.72 Periodic Spot-Checks for Teletherapy Units.

(1)

(3)

(4)

A licensee authorized to use teletherapy units for medical use shall perform output spot-checks on each
teletherapy unit once in each calendar month that include determination of:

(a) Timer accuracy, and timer linearity over the range of use;

(b) On-off error;

(c) The coincidence of the radiation field and the field indicated by the light beam localizing device;
(d) The accuracy of all distance measuring and localization devices used for medical use;
(e) The output for one typical set of operating conditions measured with the dosimetry system

described in 4200-02-07-68 paragraph (2) of Rule 0400-20-07-.68; and

(f) The difference between the measurement made in subparagraph (e) of this paragraph and the
anticipated output, expressed as a percentage of the anticipated output (i.e., the value obtained
at last full calibration corrected mathematically for physical decay).

A licensee shall perform measurements required by paragraph (1) of this rule in accordance with written
procedures established by the authorized medical physicist. That individual need not actually perform the
spot-check measurements.

A licensee shall have the authorized medical physicist review the results of each spot-check within 15
days. The authorized medical physicist shall promptly notify the licensee as soon as possible in writing of
the results of each spot-check.

A licensee authorized to use a teletherapy unit for medical use shall perform safety spot-checks of each
teletherapy facility once in each calendar month and after each source installation to assure proper
operation of:

(a) Electrical interlocks at each teletherapy room entrance;
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(5)

(6)

(b) Electrical or mechanical stops installed for the purpose of limiting use of the primary heam of
radiation (restriction of source housing angulation or elevation, carriage or stand travel and
operation of the beam on-off mechanism);

(c) Source exposure indicator lights on the teletherapy unit, on the control console, and in the facility;
(d) Viewing and intercom systems;

(e) Treatment room doors from inside and outside the treatment room; and

(f) Electrically assisted treatment room doors with the teletherapy unit electrical power turned off.

If the results of the checks required in paragraph (4) of this rule indicate the malfunction of any system, a
licensee shall lock the control console in the off position and not use the unit except as may be necessary
to repair, replace, or check the malfunctioning system.

A licensee shall retain a record of each spot-check required by paragraphs (1) and (4) of this rule, in
accordance with 4200-02-07-108 Rule 0400-20-07-.105.

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

1200-02-07-73 0400-20-07-.73 Periodic Spot-Checks for Remote Afterloader Units.

(1)

@)

©)

(4)

A licensee authorized to use a remote afterloader unit for medical use shall perform spot-checks of each
remote afterloader facility and on each unit:

(a) At the beginning of each day of use of a high dose-rate, medium dose-rate, or pulsed dose-rate
remote afterloader unit;

(b) Before each patient treatment with a low dose-rate remote afterloader unit; and

(c) After each source installation.

A licensee shall have the authorized medical physicist establish written procedures for performing the
spot-checks required in paragraph (1) of this rule. The authorized medical physicist need not actually
perform the spot-check measurements.

A licensee shall have the authorized medical physicist review the results of each spot-check within 15
days. The authorized medical physicist shall notify the licensee as soon as possible in writing of the
results of each spot-check.

To satisfy the requirements of paragraph (1) of this rule, spot-checks must, at a minimum, assure proper
operation of:

(a) Electrical interlocks at each remote afterloader unit room entrance;

(b) Source exposure indicator lights on the remote afterloader unit, on the control console, and in the
facility;

(c) Viewing and intercom systems in each high dose-rate, medium dose-rate, and pulsed dose-rate

remote afterloader facility;

(d) Emergency response equipment;

(e) Radiation monitors used to indicate the source position;
() Timer accuracy;

(a) Clock (date and time) in the unit's computer; and

$S-7039 (July 2010) 54 RDA 1693



®)

(6)

(h) Decayed source(s) activity in the unit's computer.

If the results of the checks required in paragraph (4) of this rule indicate the malfunction of any system, a
licensee shall lock the control cansole in the off position and not use the unit except as may be necessary
to repair, replace, or check the malfunctioning system.

A licensee shall retain a record of each check required by paragraph (4) of this rule in accordance with
0400-20-07-.106.

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

4200-02-07-74 0400-20-07-.74 Periodic Spot-Checks for Gamma Steriotactic Radiosurgery Units.

(1)

(2)

€))

A licensee authorized to use a gamma stereotactic radiosurgery unit for medical use shall perform spot-
checks of each garmma stereotactic radiosurgery facility and on each unit:

(a) Monthly;

(b) At the beginning of each day of use; and

(c) After each source installation.

A licensee shall have the authorized medical physicist:

(@) Establish written procedures for performing the spot-checks required in paragraph (1) of this rule;
and

(b) Review the results of each spot-check required by paragraph (1) of this rule within 15 days of the
check. The authorized medical physicist need not actually perform the spot-check measurements.
The authorized medical physicist shall notify the licensee as soon as possible, in writing, of the
results of the spot check.

To satisfy the requirements of subparagraph (1)(a) of this rule, spot-checks must, at a minimum:

(a) Assure proper operation of:

1, Treatment table retraction mechanism, using backup battery power or hydraulic backups
with the unit off;

iy Helmet microswitches;
3. Emergency timing circuits; and
4, Stereotactic frames and localizing devices (trunnions).
(b) Determine:
1. The output for one typical set of operating conditions measured with the dosimetry

system described in 4200-02-07-68 paragraph (2) of Rule 0400-20-07-.68;

2, The difference between the measurement made in part 1 of this subparagraph and the
anticipated output, expressed as a percentage of the anticipated output (i.e., the value
obtained at last full calibration corrected mathematically for physical decay);

3. Source output against computer calculation;
4, Timer accuracy and linearity over the range of use;
5. On-off error; and
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6. Trunnion centricity.

(4) To satisfy the requirements of subparagraphs (1)(b) and (c) of this rule, spot-checks must assure proper
operation of:

(a) Electrical interlocks at each gamma stereotactic radiosurgery room entrance;

(b) Source exposure indicator lights on the gamma stereotactic radiosurgery unit, on the control
console, and in the facility;

(c) Viewing and intercom systems;
(d) Timer termination;
(e) Radiation monitors used to indicate room exposures; and
(f) Emergency off buttons.
(5) A licensee shall arrange for the repair of any system identified in paragraph (3) of this rule that is not

operating properly as soon as possible.

(6) If the results of the checks required in paragraph (4) of this rule indicate the malfunction of any system, a
licensee shall lock the control console in the off position and not use the unit except as may be necessary
to repair, replace, or check the malfunctioning system.

(7) A licensee shall retain a record of each check required by paragraphs (3) and (4) of this rule in
accordance with 4200-02-07-107 0400-20-07-.107.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-75 0400-20-07-.75 Additional Technical Requirements for Mobile Remote Afterloader Units.
(1) A licensee providing mobile remote afterloader service shall:

(a) Check survey instruments before medical use at each address of use or on each day of use,
whichever is more frequent; and

(b) Account for all sources before departure from a client's address of use.
(2) In addition to the periodic spot-checks required by 4200-02-07-73 Rule 0400-20-07-.73, a licensee

authorized to use mobile afterloaders for medical use shall perform checks on each remote afterloader
unit before use at each address of use. Ata minimum, checks must be made to verify the operation of:

(a) Electrical interlocks on treatment area access points;

(b) Source exposure indicator lights on the remote afterloader unit, on the control console, and in the
facility;

(c) Viewing and intercom systems;

(d) Applicators, source transfer tubes, and transfer tube-applicator interfaces;

(e) Radiation monitors used to indicate room exposures;

(f) Source positioning (accuracy); and

(9) Radiation monitors used to indicate whether the source has returned to a safe shielded position.
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(3)

(4)

)

In addition to the requirements for checks in paragraph (2) of this rule, a licensee shall ensure overall
proper operation of the remote afterloader unit by conducting a simulated cycle of treatment before use at
each address of use.

If the results of the checks required in paragraph (2) of this rule indicate the malfunction of any system, a
licensee shall lock the control console in the off position and not use the unit except as may be necessary
to repair, replace, or check the malfunctioning system.

A licensee shall retain a record of each check required by paragraph (2) of this rule in accordance with
1200-02-07--108 Rule 0400-20-07-.108.

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

4200-02-07--76 0400-20-07-.76 Radiation Surveys.

(1)

(2)

(3)

In addition to the survey requirement in Rule 4200-02-07-70 0400-20-05-.70, a person licensed under
this Chapter shall make surveys to ensure that the maximum radiation levels and average radiation levels
from the surface of the main source safe with the source(s) in the shielded position do not exceed the
levels stated in the sealed source and device registry.

A licensee shall make the survey required by paragraph (1) of this rule at installation of a new source and
following repairs to the source(s) shielding, the source(s) driving unit, or other electronic or mechanical
component that could expose the source, reduce the shielding round the source(s), or compromise the
radiation safety of the unit or the source(s).

A licensee shall retain a record of the radiation surveys required by paragraph (1) of this rule in
accordance with 4200-02-07-108 Rule 0400-20-07-.108.

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

4200-02-07-77 0400-20-07-.77 Five Year Inspection for Teletherapy Units and Gamma Stereotactic
Radiosurgery Units.

(M

(2)

3)

A licensee shall have each teletherapy unit and gamma stereotactic radiosurgery unit fully inspected and
serviced during source replacement or at intervals not to exceed five 5 years, whichever comes first, to
assure proper functioning of the source exposure mechanism.

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.

A licensee shall keep a record of the inspection and servicing in accordance with 4200-02-07-110 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.

4200-02-07-78 0400-20-07-.78 Therapy-Related Computer Systems.

(1

A licensee shall perform or shall verify and maintain documentation of acceptance testing on the
treatment planning system in accordance with published protocols accepted by nationally recognized
bodies. At a minimum, the acceptance testing must include, as applicable, verification of;

(a) The source-specific input parameters required by the dose calculation algorithm;

(b) The accuracy of dose, dwell time, and treatment time calculations at representative points;

(c) The accuracy of isodose plots and graphic displays;

(d) The accuracy of the software used to determine sealed source positions from radiographic
images; and
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(e) The accuracy of electronic transfer of the treatment delivery parameters to the treatment delivery
unit from the treatment planning system.

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

1200-02-07-79 0400-20-07-.79 Reserved.

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

4200-02-07--80 0400-20-07-.80 Training for Use of Remote Afterloader Units, Teletherapy Units, and Gamma
Stereotactic Radiosurgery Units.

(1) Except as provided in 4200-02-07-26 Rule 0400-20-07-.26, a licensee shall require an authorized user of
a sealed source for a use authorized under 4200-02-07-63 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 thls paragraph. To be recognized, a spemalty
board shall require all candidates for certification to:

1.

S§8-7039 (July 2010)

Successfully complete a minimum of three 3 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 Post-Graduate Training of the American Osteopathic
Assaociation; and

Pass an examination, administered by diplomates of the specialty board, which 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

Has completed a structured educational program in basic radionuclide techniques
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:
(1 Radiation physics and instrumentation;
{0 Radiation protection;

(1 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 4200-02-07-28 0400-20-07-.26, or
equivalent Agreement State or U.S. Nuclear Regulatory Commission
requirements at a medical institution, involving:
n Reviewing full calibration measurements and periodic spot-checks;

(1) Preparing treatment plans and calculating treatment doses and times;

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

(V) 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
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(V1) Selecting the proper dose and how it is to be administered; and

2. Has completed three 3 years of supervised clinical experience in radiation therapy, under
an authorized user who meets the requirements in this rule, Rule 4200-02-07-28 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 Committee 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

3. Has obtained written attestation that the individual has satisfactorily completed the
requirements in part (a)1 of this paragraph or part 1 of this subparagraph, and part 2 of
this subparagraph and subparagraph (c) of this rule and has achieved a level of
competency sufficient to function independently as an authorized user of each type of
therapeutic medical unit for which the individual is requesting authorized user status. The
written attestation must be signed by a preceptor authorized user who meets the
requirements in this rule, Rule 4200-02-07-268 0400-20-07-.26, or equivalent U.S.
Nuclear Regulatory Commission or Agreement State requirements for an authorized user
for each type of therapeutic medical unit for which the individual is requesting authorized
user status; and

(c) Has received fraining 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.

4200-02-07-84 0400-20-07-.81 Other Medical Uses of Radioactive Material or Radiation from Radioactive
Material.

(1) A licensee may use radioactive material or a radiation source approved for medical use that is not
specifically addressed in this rule if:

(a) The applicant or licensee has submitted the information required by 4200-02-07-14 paragraphs
(2), 4200-02-07-44(3), and 4200-02-07-44(4) of Rule 0400-20-07-.11; and

(b) The applicant or licensee has received written approval from the Division in a license or license
amendment and uses the material in accordance with the regulations and specific conditions the
Division considers necessary for the medical use of the material.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07--82 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 4200-

02-07-47 paragraph (1) of Rule 0400-20-07-.17 for five 5 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 4200-02-07-17 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
4200-02-07-47 paragraph (2) of Rule 0400-20-07-.17. The records must include the signature of the
radiation safety officer and licensee management.
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(3) The minutes of each Radiation Safety Committee meeting held in accordance with 4200-02-07-17
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.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-83 0400-20-07-.83 Records of Radiation Protection Program Changes.

A licensee shall retain a record of each radiation protection program change made in accordance with 4208-02-
07Z-48 paragraph (1) of Rule 0400-20-07-.18 for five § years. The record must include a copy of the old and new
procedures; the effective date of the change; and the signature of the licensee management that reviewed and
approved the change.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07--84 0400-20-07-.84 Records of Written Directives.

A licensee shall retain a copy of each written directive as required by 4200-02-07-20 Rule 0400-20-07-.20 for
three 3 years.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
1200-02-07--86 0400-20-07-.85 Reserved.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07--86 0400-20-07-.86 Reserved.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

4200-02-07-87 0400-20-07-.87 Records of Calibrations of Instruments Used to Measure the Activity of Unsealed
Radioactive Material.

A licensee shall maintain a record of instrument calibrations required by 4200-02-07-28 Rule 0400-20-07-.28 for
three 3 years. The records must include the model and serial number of the instrument, the date of the calibration,
the results of the calibration, and the name of the individual who performed the calibration.

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

4200-02-07-88 0400-20-07-.88 Records of Survey Instrument Calibrations.

A licensee shall maintain a record of radiation survey instrument calibrations required by 4200-02-07-29 Rule
0400-20-07-.29 for taree 3 years. The record must include the model and serial number of the instrument, the
date of the calibration, the results of the calibration, and the name of the individual who performed the calibration.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

4200-02-07-89 0400-20-07-.89 Records of Dosages of Unsealed Radioactive Material for Medical Use.

A licensee shall maintain a record of dosage determinations required by 4200-02-07-30 Rule 0400-20-07-.30 for

3 years. The record must contain the radioactive drug; the patient's or human research subject’'s name, or
identification number if one has been assigned; prescribed dosage; the determined dosage, or a notation that the
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total activity is less than 1.1 megabecquerel (30 uCi); the date and time of the dosage determination; and the
name of the individual who determined the dosage.

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

4200-02-07--80 0400-20-07-.90 Reserved.

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

4200-02-07-91 0400-20-07-.91 Records of Surveys for Ambient Radiation Exposure Rate.

A licensee shall retain a record of each survey required by 4200-02-07-34 Rule 0400-20-07-.34 for three 3 years.

The record must include the date of the survey, the results of the survey, the instrument used to make the survey,
and the name of the individual who performed the survey.

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

4200-02-07-92 0400-20-07-.92 Records of the Release of Individuals containing Unsealed Radioactive Material
or Implants Containing Radioactive Material.

(1) A licensee shall retain a record, signed by the authorized user, of the basis for authorizing the release of
an individual, for 3 years after the date of release.

2 A licensee shall retain a record, for 3 years after the date of release, that the instructions required by
4200-02-07-35 paragraph (2) of Rule 0400-20-07-.35 were provided to a breast-feeding woman.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-93 0400-20-07-.93 Records of Mobile Medical Services.

(1) A licensee shall retain a copy of each letter that permits the use of radioactive material at a client's
address, as required by 4200-02-07-36 subparagraph (1)(a) of Rule 0400-20-07-.36, Each letter must
clearly delineate the authority and responsibility of the licensee and the client and must be retained for 3
years after the last provision of service.

(2) A licensee shall retain the record of each survey required by 4200-02-07--36 subparagraph (1)(d) of Rule
0400-20-07-.36 for three 3 years. The record must include the date of the survey, the results of the
survey, the instrument used to make the survey, and the name of the individual who performed the
survey.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-84 0400-20-07-.94 Records of Decay-in-Storage.

A licensee shall maintain records of the disposal of licensed materials, as required by 4200-02-07-37 Rule 0400-
20-07-.37, for three 3 years. The record must include the date of the disposal, the survey instrument used, the
background radiation level, the radiation level measured at the surface of each waste container, and the name of
the individual who performed the survey.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
1200 02.07-95 0400-20-07-.95 Records of Radionuclide Contaminants.

A licensee shall maintain a record of the radionuclide contaminant concentration tests required by 4200-02-07 41
Rule 0400-20-07-.41 for 3 years. The record must include, for each measured elution of radionuclide used to
prepare a radioactive drug, the ratio of the measures expressed as kilobecquerel of contaminant per
megabecquerel of desired radionuclide (microcuries/millicurie), or microgram of contaminant per megabecquerel
of desired radionuclide (microgram/millicurie}), the time and date of the measurement, and the name of the
individual who made the measurement.
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Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-98 0400-20-07-.96 Records of Safety Instruction and Training.

A licensee shall maintain a record of safety instructions and training required by 4200-02-07-45 Rules 0400-20-
07-.45, 4200-02-07--54 0400-20-07-.54, and 4200-02-07-66 paragraph (4) of Rule 0400-20-07-.66 for three 3
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.
4200-02-07-97 0400-20-07-.97 Records of Radiation Surveys of Patients and Human Research Subjects.
A licensee shall maintain a record of the surveys required by 4200-02-07-52 Rules 0400-20-07-.52 and 1200-02-

0764 0400-20-07-.64 for three 3 years. Each record must include the date and results of the survey, the survey
instrument used, and the name of the individual who made the survey.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
4200-02-07-98 0400-20-07-.98 Records of Brachytherapy Source Accountability.

(1) A licensee shall maintain a record of brachytherapy source accountability required by 1200-02-07-53
Rule 0400-20-07-.53 for three 3 years.

(2) For temporary implants, the record must include:

(a) The number and activity of sources removed from storage, the time and date they were removed
from storage, the name of the individual who removed them from storage, and the location of use;
and

(b) The number and activity of sources returned to storage, the time and date they were returned to
storage, and the name of the individual who returned them to storage.

(3) For permanent implants, the record must include:
(a) The number and activity of sources removed from storage, the date they were removed from

storage, and the name of the individual who removed them from storage;

(b) The number and activity of sources not implanted, the date they were returned to storage, and
the name of the individual who returned them to storage; and

(c) The number and activity of sources permanently implanted in the patient or human research
subject.

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

4200-02-07-89 0400-20-07-.99 Records of Calibration Measurements of Brachytherapy Sources.

A licensee shall maintain a record of the calibrations of brachytherapy sources required by 4200-02-07-56 Rule
0400-20-07-.56 for three 3 years after the last use of the source. The record must include the date of the
calibration; the manufacturer's name, model number, and serial number for the source and the instruments used

to calibrate the source; the source output or activity; the source positioning accuracy within the applicators; and
the signature of the authorized medical physicist.

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

4200-02-07-100 0400-20-07-.100 Records of Decay of Strontium-90 Sources for Ophthalmic Treatments.

A licensee shall maintain a record of the activity of a strontium-90 source required by 4200-02-07-58 Rule 0400-
20-07-.56 for the life of the source. The record must include the date and initial activity of the source as
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determined under 4200-02-07-56 Rule 0400-20-07-.56, and for each decay calculation, the date, the source
activity, and the signature of the authorized medical physicist.

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

4200-02.07-104 0400-20-07-.101 Records of Installation, Maintenance, Adjustment, and Repair or Remote
Afterloader Units, Teletherapy Units, and Gamma Stereotactic Radiosurgery Units.

A licensee shall retain a record of the installation, maintenance, adjustment, and repair of remote afterloader
units, teletherapy units, and gamma stereotactic radiosurgery units as required by 4200-02-07-65 Rule 0400-20-
07-.65 for three 3 years. For each installation, maintenance, adjustment and repair, the record must include the
date, description of the service, and name(s) of the individual(s) who performed the work.

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

4200-02-07-402 0400-20-07-.102 Records of Safety Procedures.

A licensee shall retain a copy of the procedures required by subparagraphs (1)(d) and (4)(b) of 4200-02-07-66
Rule 0400-20-07-.66 until the licensee no longer possesses the remote afterloader, teletherapy unit, or gamma
stereotactic radiosurgery unit.

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

4200-02-07-103 0400-20-07-.103 Records of Dosimetry Equipment.

(1) A licensee shall retain a record of the calibration, intercomparison, and comparisons of its dosimetry
equipment done in accordance with 4200-02-07-68 Rule 0400-20-07-.68 for the duration of the license.

(2) For each calibration, intercomparison, or comparison, the record must include:

(a) The date,

(b) The manufacturer’s name, model numbers and serial numbers of the instruments that were
calibrated, intercompared, or compared as required by 4200-02-07-68 paragraphs (1) and (2) of
Rule 0400-20-07-.68;

(c) The correction factor that was determined from the calibration or comparison or the apparent
correction factor that was determined from an intercomparison; and

(d) The names of the individuals who performed the calibration, intercomparison, or comparison.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

1200-02-07-104 0400-20-07-.104 Records of Teletherapy, Remote Afterloader, and Gamma Stereotactic
Radiosurgery Full Calibrations.

(1) A licensee shall maintain a record of the teletherapy unit, remote afterloader unit, and gamma stereotactic
radiosurgery unit full calibrations required by 4200-02-07-68 Rules 0400-20-07-.69, 4200-02-07-70
0400-20-07-.70, and 4200-02-07-714 0400-20-07-.71 for three 3 years.

(2) The record must include:
(a) The date of the calibration;
(b) The manufacturer's name, model number, and serial number of the teletherapy, remote

afterloader, and gamma stereotactic radiosurgery unit(s), the source(s), and the instruments used
to calibrate the unit(s);

(c) The results and an assessment of the full calibrations;
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(d) The results of the autoradiograph required for low dose-rate remote afterloader units; and
(e) The signature of the authorized medical physicist who performed the full calibration.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

4200-02-07-105 0400-20-07-.105 Records of Periodic Spot-Checks for Teletherapy Units.

(1) A licensee shall retain a record of each periodic spot-check for teletherapy units required by 4200-02-07-
—+2 Rule 0400-20-07-.72 for three 3 years.

(2) The record must include:

(a) The date of the spot-check;

(b) The manufacturer's name, model number, and serial number of the teletherapy unit, source and
instrument used to measure the output of the teletherapy unit;

(c) An assessment of timer linearity and constancy;

(d) The calculated on-off error,;

(e) A determination of the coincidence of the radiation field and the field indicated by the light beam
localizing device;

(f) The determined accuracy of each distance measuring and localization device;

(9) The difference between the anticipated output and the measured output;

(h) Notations indicating the operability of each entrance door electrical interlock, each electrical or
mechanical stop, each source exposure indicator light, and the viewing and intercom system and
doors; and

(i) The name of the individual who performed the periodic spot-check and the signature of the

authorized medical physicist who reviewed the record of the spot-check.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

4200-02-07-106 0400-20-07-.106 Records of Periodic Spot-Checks for Remote Afterloader Units.

(1) A licensee shall retain a record of each spot-check for remote afterloader units required by 1200-02-0Z-
-3 Rule 0400-20-07-.73 for three 3 years.

(2) The record must include, as applicable:

(a) The date of the spot-check;

(b) The manufacturer's name, model number, and serial number for the remote afterloader unit and
source;

(c) An assessment of timer accuracy;

(d) Notations indicating the operability of each entrance door electrical interlock, radiation monitors,

source exposure indicator lights, viewing and intercom systems, and clock and decayed source
activity in the unit's computer; and

(e) The name of the individual who performed the periodic spot-check and the signature of the
authorized medical physicist who reviewed the record of the spot-check.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.
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4200-02-07-107 0400-20-07-.107 Records of Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units.

(1) A licensee shall retain a record of each spot-check for gamma stereotactic radiosurgery units required by
1200-02-07-74 Rule 0400-20-07-.74 for three 3 years.

(2) The record must include:
(a) The date of the spot-check;

(b) The manufacturer's name, model number, and serial number for the gamma stereotactic
radiosurgery unit and the instrument used to measure the output of the unit;

(c) An assessment of timer linearity and accuracy;

(d) The calculated on-off error;

(e) A determination of trunnion centricity;

(f) The difference between the anticipated output and the measured output;

(g) An assessment of source output against computer calculations;

(h) Notations indicating the operability of radiation monitors, helmet microswitches, emergency timing

circuits, emergency off buttons, electrical interlocks, source exposure indicator lights, viewing and
intercom systems, timer termination, treatment table retraction mechanism, and stereotactic
frames and localizing devices (trunnions); and

(i) The name of the individual who performed the periodic spot-check and the signature of the
authorized medical physicist who reviewed the record of the spot-check.

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

41200-02-07-108 0400-20-07-.108 Records of Additional Technical Requirements for Mobile Remote Afterloader
Units.

(n A licensee shall retain a record of each check for mobile remote afterloader units required by 4200-02-07-
—+5 Rule 0400-20-07-.75 for three 3 years.

(2) The record must include:

(a) The date of the check;

(b) The manufacturer's name, model number, and serial number of the remote afterloader unit;
(c) Notations accounting for all sources before the licensee departs from a facility;
(d) Notations indicating the operability of each entrance door electrical interlock, radiation monitors,

source exposure indicator lights, viewing and intercom system, applicators, source transfer tubes,
and transfer tube applicator interfaces, and source positioning accuracy; and

(e) The signature of the individual who performed the check.
Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 et seq.

4200-02-07- 109 0400-20-07-.109 Records of Surveys of Therapeutic Treatment Units.

(1) A licensee shall maintain a record of radiation surveys of treatment units made in accordance with 4200~
02-07-76 Rule 0400-20-07-.76 for the duration of use of the unit.
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)

The record must include:
(a) The date of the measurements}

(b) The manufacturer's name, model number and serial number of the treatment unit, source, and
instrument used to measure radiation levels;

(c) Each dose rate measured around the source while the unit is in the off position and the average
of all measurements; and

(d) The signature of the individual who performed the test.

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

4200-02-07-1410 0400-20-07-.110 Records of Five-Year Inspection for Teletherapy and Gamma Stereotactic
Radiosurgery Units.

(1)

)

A licensee shall maintain a record of the five- 5-year inspections for teletherapy and gamma stereotactic
radiosurgery units required by 4200-02-07-77 Rule 0400-20-07-.77 for the duration of use of the unit.

The record must contain:
(a) The inspector’s radioactive materials license number;

(b) The date of inspection;

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

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

(e) 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.

4200-02-07-144 0400-20-07-.111 Records of Leak Tests and Inventory of Sealed Sources and Brachytherapy
Sources.

(1)

@)

A licensee shall retain records of leak tests required by 1200-02-07-32 paragraph (2) of Rule 0400-20-
07-.32 for 3 years. The records must include the model number, and serial number if one has been
assigned, of each source tested; the identity of each source by radionuclide and its estimated activity; the
results of the test; the date of the test; and the name of the individual who performed the test.

A licensee shall retain records of the semi-annual physical inventory of sealed sources and brachytherapy
sources required by 4200-02-07-32 paragraph (5) of Rule 0400-20-07-.32 for 3 years. The inventory
records must contain the model number of each source, and serial number if one has been assigned, the
identity of each source by radionuclide and its nominal activity, the location of each source, and the name
of the individual who performed the inventory.

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

4200-02-07-1442 0400-20-07-.112 Records for Procedures for Administrations Requiring a Written Directive.

A licensee shall retain a copy of the procedures required by 4200-02-07-21 paragraph (1) of Rule 0400-20-07-.21
for the duration of the license.

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

4200-02-07-113 0400-20-07-.113 Report of a Leaking Source.
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A licensee shall file a report within five 5 days if a leak test required by 4208-02-07-32 Rule 0400-20-07-.32
reveals the presence of 185 Bq (0.005 pCi) or more of removable contamination. The report must be filed with
the Division, and sent to the Division at the address listed in 4200-02-04-07 subparagraph (1)(c) of Rule 0400-20-
04-.07. The written report must include the model number and serial number if assigned, of the leaking source;
the radionuclide and its estimated activity; the results of the test; the date of the test; and the action taken.

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