G.0.C. STAFF RULE ABSTRACT

DEPARTMENT: Environment and Conservation

DIVISION: Radiological Health

SUBJECT: Rule Reorganization

STATUTORY AUTHORITY: Tennessee Code Annotated, Section 68-202-101 et seq.
EFFECTIVE DATES: May 22, 2012 through June 30, 2013

FISCAL IMPACT: Minimal

STAFF RULE ABSTRACT:

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. lis various additions
and modifications will incorporate:

a. Changes to the numbering designation of Radiological Health rules from 1200-02 to 0400-20;
b. Correcting typographical errors throughout all Chapters; and

c. Deleting obsolete language. ‘
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Public Hearing Comments

One copy of a document containing responses o 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 to T.C.A. § 4-5-401 through 4-5-404, prior to 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)

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 projected reporiing, recordkeeping, and other administrative costs required for compliance with the
proposed rule, including the type of professional skills necessary for preparaticn of the report or record:

There are no projected additional reporting, recordkeeping or administrative costs as a result of this
rulernaking.

(3) 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.

4 A description of any less burdensome, less intrusive or less costly alternative methods of achieving the
purpose and objectives of the proposed rule thal may exist, and to what exient the alternative means
might be less burdensome to small business:

The Department is unaware of alternatives to the proposed rules.

(5) A comparison of the proposed rule with any federal or state counterparts:
There is no exact maich with any federal or state counterparts.

(3] 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
(hitp://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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. 312 Rosa L. Parks Avenue, 8th Floor Snodgrass/TN Tower
Nashville, TN 37243

. Phone: 615-741.2650

Fax: 615-741-5133

Email: register.information@:in.qov

Sequence Number.
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For Department of State Use Only
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Rule IDis) _ 375 7-5/60
File Date: __ (J2/2{A0( )
Effective Date: C?ﬁ"/fg%,@aicg_.

Rulemaking Hearing Rule(s) Filing Form

Rulemaking Hearing Rules are rules filed after and as a result of a rulemaking hearing. TCA Section 4-5-205

“Agency/BoardiGommission: |

En\nronment and Conser\{auon s ot st s

Division: ; Radiological Health
Contact Person: | Beth Murphy - .
Address: 3“’ Floor L&C Annex

401 Church Street
le' 1 37243 1532 - '
Phone: (615) 532- 0392

Email: | pethmuphv@ingov

Revision Type (check all that apply):

Amendment

Rule(s) Revised (ALL chapters and rules contained in filing must be listed here. If needed, copy and paste
additional tables to accommodate muttiple 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 o
Rule Number Rule Title

0400-20-07-.01 Purpose B

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 Federal and State Requirements

0400-20-07-.07

Provisions for the Protection of Human Research Subjects

0400-20-07-.08

i Maintenance 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 Reserved o _— o
0400-20-07-.13 License Amendment
0400-20-07-.14 Notification

0400-20-07-.15

Exemptions Regarding Specific Licenses of Broad Scope

| 0400-20-07-.16

License Issuance and Specific Exemptions

0400-20-07-.17

Authority and Responsibiiities for the Radiation Protection Programs

0400-20-07-.18

Radiation Protection Program Changes

0400-20-07-.19

Supervision

0400-20-07-.20
0400-20-07-.21

‘Written Directives

Procedures for Administrations Requiring a Written Directive
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0400 -20-07-.22

! Suppliers for Sealed Sources or Devices for Medical Use

0400-20-07-.23

0400-20-07-.24

‘Training for Radiation Safety Officer
Training for an Authorized Medical Physicist

Training for an Authorized Nuclear Pharmacist

i 0400 20 O? 26

0400-20-07-27

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

0400-20-07-.28

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

0400-20-07-.29

Callbration of Survey Instruments

0400-20-07-30

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

 0400-20-07-.34

Surveys of Ambient Radiation Dose Rate and Contamination

0400 20-07-.35

0400-20-07-36 |

Release of Individuals Containing Radioactive Drugs or Implants

" Provision of Mobile Medical Service

0400-20-07-.37

0400-20-07-38

| Decay-in-Storage

Use of Unsealed Radioactive Material for Uptake, Ditution, and Excretion Studies for Which -

a Written Directive is Not Required

0400-20-07-.39
0400-20-07-.40

Training for Uptake, Dilution, and Excretion Studies

i

Use of Unsealed Radioactive Material for i lmagmg and Localization Studies for Whicha

Written Directive is Not Required

0400-20-07-.41
0400-20-07-.42

 0400-20-07-.44

Radtoactlve Contaminants

H

. 0400-20-07-43 |

Reserved

Tralmng for Irnagmg and Localization Studies

i

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

0400-20-07-45

Safety mstructton

' 0400-20-07-.46

Safety Precautions

© 0400-20-07-.47

1
]

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 1-131 Requiring a Written Dlrectave in |

Quantities Less Than or Equal to 1.22 Gigabecquerels (33 Millicurries)

0400-20-07-.49

Training for the Oral Administration of Sodium lodine 1-121 Reaquiring a Written Directive in
Quantities Greater Than 1.22 Gigabecquerels (33 Millicurries)

0400-20-07-.50

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

0400-20-07-51 |

Use of Sealed Sources for Manual Brachytherapy

0400-20-07-.52

Surveys After Source Implant and Removal

| 0400- 20 -07-.53

Brachytherapy Source Accountability

| 0400-20-07-.54

Safety Instruction

0400-20-07-.55

Safety | Precautlons for Patients or Human Research Subjects Receiving Brachytherapy

£400-20-07-.56

Calibration Measurement of Brachytherapy Sources

0400-20-07-.57
' 0400-20-07-.58

Therapy-Related Computer Systems

Decay of Strontium-90 Sources for QOphthalmic Treatments

- 0400-20-07-.59

' 0400-20-07-.60

Training for Ophthalmic Use of Strontium-90

" 0400-20-07-.61

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 Remote Afterloader Unit, Teletherapy Unit, or Gamma
Stereotactic Radiosurgery Unit

0400-20-07-.64

'0400-20-07-65

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

“Installation, Maintenance, Adjustment and Repair

0400-20-07-.66

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

| 0400-20-07-.67

Safety Precautions for Remote Afterloader Units, Teletherapy Units, and Gamma
Stereotactic Radiosurgery Units
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" 0400-20-07-.68

Dosimetry Equipment

0400-20-07-.69

0400-20-07-.70

| Full Calibration Measurements on Remote Afterloader Units

Full Calibration Measurements on Teletherapy Units

04060-20-07-.71

- 0400-20-07-.72

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

0400-20-07-.73

Periodic Spot-Checks for Remote Afterloader Units

0400-20-07-.74

Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units |

0400-20-07-.76

0400-20-07-.75

Additional Technical Requirements for Mobile Remote Afterloader Units ]

Radiation Surveys e

0400-20-07-.77

Five-Year Inspection for Teletherapy and Gamma Stereotactic Radiosurgery Units

0400-20-07-.78

Therapy—Related Computer Systems i

0400-20-07-.79

Reserved - !

0406-20-07-.80

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

0400-20-07-.81

Other Medical Uses of Radioactive Material or Radiation from Radioactive Material

0400-20-07-.82

Records of Authority and Responsibilities for Radiation Protection Programs ——

0400-20-07-.83

Records of Radiation Protection Program Changes

0400-20-07-.84

'Records of Written Directives S

0400-20-07-.85

Reserved R

0400-20-07-.86

Reserved

0400-20-07-.87

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

0400-20-07-.88

' Records of Radiation Survey Instrument Calibrations

0400-20-07-.82

Records of Dosages of Unsealed Radioactive Material for Medical Use

0400-20-07-.90

Reserved

0400-20-07-.91

Records of Surveys for Ambient Radiation Exposure Rate

0400-20-07-.92

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

- 0400-20-07-.93

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

0400-20-07-.94

Records of Decay-in-Storage !

0400-20-07-95

Records of Radionuclide Contaminants |

0400-20-07-.96

Records of Safety instruction and Training

0400-20-07-.97

Records of Radiation Surveys of Patients and Human Research Subjects -

0400-20-07-.98

Records of Brachytherapy Source Accountabntty

0400-20-07-.99

Records of Calibration Measurements of Brachytherapy Sources

0400-20-07-.100

_Records of Decay of Strontium-90 Sources for Ophthalmic Treatments

"0400-20-07-.101

“Records of Installation, Maintenance , Adjustment, and Repair of Remote Afterloader

0400-20-07-.102

0400-20-07-.103 |

Units, Teletherapy Units, and Gamma Stereotactic Radiosurgery Units i
Records of Safety Procedures ‘
Records of Dosimetry Equipment 5

0400-20-07-.104

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

0400-20-07-.105

Records of Periodic Spot-Checks for Teletherapy Units

- 0400-20-07-.106

Records of Periodic Spot-Checks for Remote Afterloader Units

0400-20-07-.107

| Records of Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units

0400-20-07-.108

Records of Additional Technical Requirements for Mobile Remote Afterloader Units

0400—20 07-.109

Records of Surveys of Therapeutic Treatment Units T

0400-20-07-.110

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

0400-20-07-.111

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

0400-20-07-.112

Report of Procedures for Administrations Reqmrmg a Written Directive |

0400-20-07-.113

Report of a Leaking Source

Chapter Number | Chapter Tttle
1200-02-07 Use of Radlonuciides in the Healing Arts o
Rule Number | Rule Title o ) |
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- 1200-02-07-01 | Purpose _

| 1200-02-07-02 | Scope o

' 1200-02-07-03 | Repealed )
1200-02-07-.04 | Repealed B -
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

Implementation

1200-02-07-.10

License Required o .

1200-02-07-.11

Application for License, Amendment, or Renewal

1200-02-07-12 | Reserved )
1200-02-07-.13 License Amendment :
1200-02-07-.14 Notification

1200-02-07-.15

' Exemptions Regarding Specific Licenses of Broad Scope

1200-02-07-.16

License Issuance and Specific Exemptions

| 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

Written Directives

1200-02-07-.21

Procedures for Administrations Requiring a Written Directive

1200-02-07-.22

Suppliers for Sealed Sources or Devices for Medical Use

1200-02-07-.23

Training for Radiation Safety Officer

1200-02-07-.24

Training for an Authorized Medical Physicist

1200-02-07-.25

Training for an Authorized Nuclear Pharmacist

- 1200-02-07-.26

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

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

Determination of Dosages of Unsealed Radioactive Material for Medical Use

1200-02-07-.31

Authorization for Calibration, Transmission, and Reference Sources

1200-02-07-.32

Requirements for Possession of Sealed Sources and Brachytherapy Sources

1200-02-07-.33

Labeling of Vials and Syringes

"1200-02-07-.34

Surveys of Ambient Radiation Dose Rate and Contamination

1200-02-07-.35

Release of Individuals Containing | Radloactwe Drugs or Implants

' 1200-02-07-.36

“Provision of Mobile Medical Service

1200-02-07-.37

1200-02-07-.38

Decay-in-Storage

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

1200-02-07-.39

Training for Uptake, Dilution, and Excretion Studies

1200-02-07-.40

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

1200-02-07-.41

Radioactive Contaminants

1200-02-07-.42

Reserved

1200-02-07-.43

Training for imaging and Localization Studies

1200-02-07-.44

1200-02-07-.45

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

| Safety instruction

1200-02-07-.46

‘Safety Precautions

1200-02-07-.47

.........

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

1200-02-07-.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)

"1200-02-07-.49

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

T 1500-02-07- 50

Training for the Parenteral Administration of Unsealed Radioactive Material Requiring a
| Written Directive
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1200-02-07-.51

| Use of Sealed Sources for Manual Brachytherapy

. 1200-02-07-.62

Surveys After Source fmplant and Removal

. 1200-02-07-.53

1200-02-07-.54

Brachytherapy Source Accountablllty

Safety Instructlon

1200-02-07-.56

1200-02-07-.56

Calibration Measurement of Brachytherapy Sources o

i 1200-02-07-.57

Decay of Strontium-90 Sources for Ophthalmic Treatments

| 1200-02-07-.58

Therapy-Related Computer Systems

1200-02-07-.59

Training for Use of Manual Brachytherapy Sources

1200-02-07-.60

Training for Ophthaimic Use of Strontium-90

- 1200-02-07-.61

1200-02-07-62

Use of Sealed Sources for Diagnosis

Training for Use of Sealed Sources for Diagnosis

i 1200-02-07-.63

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

1200-02-07-64

1200-02-07-.65

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

Unit

“Installation, Maintenance, Adjustment and Repair

- 1200-02-07-.67

1200-02-07-.66

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
Stereotacnc Rad:osurgery Units

1200-62-07-.68

1200-02-07-69

‘Full Calibration Measurements on Teletherapy Units

1200-02-07-.70

Full Calibration Measurements on Remote Afterloader Uniis

1200-02-07-.71

Full Calibration Measurements on Gamma Stereotactic Radiosurgery Units

1200-02-07-.72

Periodic Spot—Checks for Teietherapy Units

1200-02-07-.73

Periodic Spot-Checks for Remote Afterloader Units

1200-02-07-.74

Periodic Spot-Checks for Gamma Stereotactic Radlosurgery Units

1200-02-07-.75

Additional Technical Requirements for Mobile Remote Afterloader Units

1200-02-07-.76

Radiaton Surveys "

1200-02-07-.77

Five-Year Inspection for Teletherapy and Gamma Stereotactic Radiosurgery Units

1200-02-07-.78

Therapy-Related Computer Systems

1260-02-07-.79

Reserved

1200—02 07-.80

Training for Use of Remote Afterioader 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 Authorlty and ResponSIblhtnes for Radiation Protection Programs

| 1200-02-07-.83

1200-02-07-.84

1200-02-07-.85

Reserved

1200-02-07-.86

Reserved

© 1200-02-07-.87

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

1200-02-07-.88

Records of Radiation Survey Instrument Calibrations E

1200-02-07-.89

Records of Dosages of Unsealed Radioactive Material for Medical Use

1200-02-07-.90

Reserved

'1200-02-07-.92

Records of Surveys for Ambient Radiation Exposure Rate

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

1200-02-07-.93

1200-02-07-.94

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

Records of Decay-in-Storage

"1200-02-07-.95

Records of Radionuclide Contaminants

1200-02-07-.96

Records of Safety Instruction and Training

1200-02-07-.97

Records of Radiation Surveys of Patients and Human Research Subjects

1200-02-07-.98

Records of Brachytherapy Source Accountability

1200-02-07-.99

| 1200-02-07-.100
S$S-7039 (July 2010)
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1200-02-07-.101

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

1200-02-07-102

“1200-02-07-.103

Records of Safety Procedures

Records of Dosimetry Equipment

1200-02-07-.104

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

Calibrations

1200-02-07-.105

Records of Periodic Spot-Checks for r Teletherapy Units

1200-02-07-.106

| Records of Periodic Spot-Checks for Remote Afterloader Units

1200-02-07-.107

Records of Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units

1200-02-07-.108

Records of Additional Technical Requirements for Mobile Remote Afterloader Units

1200-02-07-.109

Records of Surveys of Therapeutic Treatment Units

1200-02-07-.110

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

1200-02-07-.111

Records of Leak Tests and !nventory of Seaied Sources and Brachyth srapy Sources

1200-02-07-.112

1200-02-07-113__ |
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{Place substance of rules gnd other info here. Siatutory authoﬂty mst be given for each rule.change. For
inforniation on forinatiing rules go to hftpiin yovsosiules |

Hepeal

Chapler 1200-02.-07 Use of Radionuchidas in the Healing Arls is repealed,

Authority: T.C.A. §§ 88-202-101 &t 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
6400-20-07-05
0400-20-07-.06
0400-20-07-07

G400-20-07-08
0400-20-07-.09
4400-20-02-.10
0400-20-07-.11

G400-20-07-12

0400.-20-07-.15

0400-20-07-.44
0400.20-07- 16

0400200718

0400-20-07-17

0400.20-07-18
0400-20-07-18

40020.07-.20
DAOD2H-07-.24

Q400-20-37-.22

0400205723
0400200724

0400200728

0460-20-07-26

0400-20:07:27
$400-20.07-.28

040D-20:07-.29
G400:20:07-.30

GA00-20-07-731

0A00-20-07-32.

0400-20:07-33

BAG02D07-34
DAO0-20-07-35

04002067298
0400-20-07-.57

D40G-20-07-38

galnlng for Uptake, Dilution, and Excration
indias

Usie of Unsealed Radiouctire Mataral for
inaging and Looalization: Studies for VWhich

New Rules:
Chapter 0400-20-07
Use of Radionuclides in the Healing Atts
Table of Contents

Purpose 6400-20.07..30
Seope
fapsaled 0400-20-07-.40
Rupenled
Befinitions

Oyt Federad and Stats Regulterionts
Provislons for the Prolection of Human
Résearch Sublects

Haintenados of Hecolds
implarmentation

License Renuired

Applicalivdy 5 Lisehse, Amsndimant, or

Rénewal

Riiserasd

License Amendiments

Notifications

Exemptions Regarding Spetific Licanses of
Broad Seope

License lssusnce and Specific Bxemplions
Authority angd Responsitliies for (e
Hatiation Proleclion Program )
Radiation Proteslion Program Changes
Supenvision

Wailtan Diractivey

Propedures fof Admibistrations Regdiing ¢
Widtter: Directive

Suppliers for Sealed Sourses or Devices for
Madicat Uz

“Training tor Radiation Safaty Ofticec
“Training for an Authorzed Medical Physioist

Fraining Yor an Authorized Nuclear
Phareiazist

Traininy for Experienced Radiation Safely
Officer, Teletherapy or Medical Physicist,
Authorized User, and Nuclesr Phaimacisi
Revantness of Trainlng

Possession, Use, and Calibralion.of
irstruriients Used 1o Measure the Activity of
Ungaaléd Radioatlive Matesial
.{faiibmﬁox; of Survey instrurients
‘Datermination of Dosages of Unspaled

Radioactive Materdal for Madicat Uss

Authorization for Gelibration, Transmissisn,

and Ruferenve Souices

Begiirements for Possession of Sadled
Bources and Brachytherapy Scurcas
{abeling of Vials and Syfinges.

Survays of Amblent Radiafion Doze Rate
and Cont&mination

‘Rafsaie of individuals Gontalning

Radivagtive Bugs or Imptants

Provision of Mobite Madical Sorvice
Doeay-ii-Stdrags

Use of Unséalnd Radioactive Matstial for
Uptake, Dllutlon, and Exaretion Studies for
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0400-20-07-.44
D400-20-07-.42
0A0D-70-07-,43
BA0020-07-44
DAY0-20-07-45

0400-20-07-48
0400200747

0400-20-07-.48

0400-20-07-.48

9400'23"&?‘159

{400-20:07-.51

- G400 200752

0400-20-07-.53
G406-20.07-.54
Q409200785
D400-26:07- 58
D400-20-07-57

$450-20.07- 58
0400-20-07-.59
0400200760
0400200781
0400-20.07-62

0400-20407-63
CAG0-20-07-.84

0400:20-07-86

569

a Wrillen Directive I Not Requirad
Rationucide Contaminasts

Resenvod

Trdtningy for Tuging and Localization
Stadies

Usa of insepled Radioactive Matodal for
Whish a Written Direstive s Required
Sifaly Instruction

Salely Pracautions

Training for Us& of Uintealsd Radivadtive
Wdterial far Witich a Wiitten Direstive 13
Required

Tralntag for the Oral Administration of
Sodiun lodide 1131 Reguiting a Wiitten
Directive in Guaniitiss Less Than of Equal
i 1.22 Gigabecqueraly (33 Millicusries)
Training for e Orat Administration of
Sodlum lodide 1131 Regiiing & Witlen

“Directive In Goantiies Gisnter Than 122

Gigatiacquarsls {35 Milisuries)
Teaining for the Parentersl Adminisbation of
Ungealad Radloactive Material Requirng 2

“Wittan Directive

Uge.of Sédled Sourdes (or Maml
Brachytheragy

Surveys After Sourcs lplant and Removal

Brachytherapy Source Assountability

Safely ingtruction
Gafaly Prozautions for Patiins or Hunian
‘Ressarch Subjects Raceiving

Brachythsrapy

Callbratisn Maasmzm!s of Brachyiherapy
Sourtay

Decay of shionfian80 sources for
gphthalmiz hastinenis

Tharapy-Related Compulor Sysferns
Traliing for Use of Manuad Brachyiherapy

Snurcas

“Fralning for Oplithalris Use of Slrontiun.go
Use'of Sealed Soufess for Dlaghosls
Tialnlisy Jor Usa 6f Seated Solrgas for
Diggnosis

Use-ofa Sealed Source in a Remoky
Afterloader Unit, Telelharapy Unli, or
Barma Stersotactie Radiostrgéry Unit
Surveys of Palients and Human Research
Bublects Treatod With-a Resnote
Afterlogiiar Unit

installation, Maintenance; Adjestmant and
fRepalr
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6460-20.07-. 56

DAGD-20-07-87

0400-20-07-88,
Cd4G8-20-07-84

O400-20-07-70
0400200771

0A00-20:07-72
B400-20-07-.73

0400200774
DADO-20-07-75

DAO0-20-57 78
D400-20-07-.77

400-20-07-.78

[A00-20-07 70
5400-20:07-.80
O40020-07-.81
0400-20-07-82
0400-20-07-.83

0400-20-07-.84
0400.20-07-.85

040D-20:07- 86

0400-20-07-87

04005.-20-07-88
GA0<20.07-89

040it1-20-07-.80
(AG20.07-81

Which.a Wiitten Directive is Not Required

Safely Procetures and Instustlons for

Remota Afterloader Unils, Telatherapy

Units divd Gaiims Slersotacile
Radiogurgery Uniis

Safely Pracaulions for Remote Afterdoadsr
Unills, Telstherapy Units; and Gamrs
Stereotactic- Radiosurgary Unils
Dosimetry Equiprnant

Full Callrabion Maasiramants o1
Telatherapy Unils

Full Calibration Measurarmants on Remote

" Afterloadar Unils

£ull Calibration Measurements on Gamima
Steraatactic Rudiosurgery Unlls

Potiodic Spot-Checks for Telatharapy Units
Periodic Spet-Checks for Renote
Afieiloadar Unils

Periodic Sput-Chadks for Gamema
Slereotaclic Radivsurgery Unils

Additional Tevhnitat Requitersnts for
ohite Remole Aflarloader Unlls

Radlation Survays.

Five-Yadr Inspection for Telstherapy and
Gamii Stereotactic Radiosurgery Units
Tharapy-Relifed Gumputer Systarts
Reservag

Trainlpg for Use of Remote Aflerloader Unil,
Teletherapy Urills and Garema Sterectactic
Radiosurgery Units

“Other Medioal Uses of Radioactive Matpral

or Radiatiot: frons Radisactive Malerial
Revords of Authority and Responaibilities
for Radiation Prolection Programs
Rosords of Radiatian Protection Program
Chanigas

Records of Weillen Directives.

Ressvey

§ of Calibeations of stiuments
7 the Activity of Upsealsd

Radipasiive Materia)
Reeonts of Radiation Strvey Instrurnent
Galitrafiohs
Reoords of Dosages of Unsialed
tve Material for Madicsl Use
{ an‘et;

Records of Surveys for Amblent Radiation
Exposure Rate

D4DD-20-07..92
0400-20-G7- 93

0300-20-07-95
$400-2007-.95
0400-20-07-.97
4400209798
0408-20-07-.99
0460-20.07-100

0400-20-47-.101

0400-20-07-.502
CABG-20:07-.103
6400-20.07-404
0400-20-07-.105
0400-20-07-.108
DAD-B0-07-, 107
0400-20.07-.108

0400-20-07-,109
0400:20-07-.110

0400.20:057-.114

0400-20-07-412
0400-2007- 113

Hacords of e Releass of Individuals
Conlaining Unseated Radioactive Matarial
of Implasts Conlgining Radioastive Materk
Retords of Adiinistrative and Teshnital
Requitements That Apply fo the Provisions
of Moblle Sewvices

Ratcords of Decay-ln-Storages

Renurds of Radionaclida Contaiisants
Reoords of Safely nsliuction and Training
Rucords of Radiation Sarvays of Falisnts
and Huinan Research Subjéls

Retords of Brachylherapy Source

Accountabiity

Records of Calibration Messursnients of
Braghythbrapy Sowrces

Recordt of Decay of Sieenlium-90 Sausces
for Ophibainic Troatvents

Records of Instaliation, Maintenafics;
Adjustrment, and Repairof Remiols
Aftarloader Units, Yelelferapy Units, and
Gurma Stereolagtic Radiosgery Units
Ravords of Safely Procedures

Ruturds of Dosimatry Equipment
Records of Telotherapy, Reiole
Aftertoadst, and Ganmima Sterectastic
Redissuigery Full Caitrations

Hecords of Parlodic Spot-Chescks Tor
Telstharapy tnlls

‘Ravords of Paribdic Spok Cheoks for -
Reniote Alterlonder Uit

Rocords of Parlodic Spok-Checks fyr
Gamma Sterestactic Radiosurgery Unlt
Racaidls of Additional Tachmical
Raqulrsients for Mobile Remote
Afterfoadar Urilts

Recards of Surveys of Therapetitlc
Tmalmanl Unils.

Regtirds of Five-Yoar Insgection for
Telelherapy and Gammma Sterectactic
Radlosurgery Unils

Recwrds of Ledk Tosts and nventory of
Sealed Sowees and Brachylherapy
Bourtes

Ragoit of Provedures for Administrations
Requiring & Wiilten Diroctive

fanor of a Leakiny Source:

This Chapter containrs the requirenients and pmvisiané for the medical use of radionuislides and for ssuanee 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.

A{;ﬁmﬁty TLA. §§68~2{32~101 et géq., 68-202-201 et seg. and 4-5-201 et seq.

Except as-otherwise specifically provided, this Chapter applies 1o gl personis who use radionuclides in the healing

arls.

ﬁ_ﬁihmity: T.Q.A, §§68-202-101 et seq., 88-202-201 et seq, and 4:56-201 et sey.

260708 Raserved.

$8-7038 {July 2010)
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Authority: T.C A, §§68-202-101 et seq., 68-202-201 et seq. and 4-5-201 «f seqy.

200-20-07-04 Reserved. 7
Authority: T.C.A. §868-202-101 etsaci.., 88-202-201 ol seq, and 4-5-201 et seq, ‘

0-407-.85 Definitions.

When used in this Hule Chapter, the following terms have the mednings given below griless otherwise spedifisd:

{1 “Address of use” msans the buiiding or buildings that are identifled on the licanse and where radicactive
rmiaterial ay be received, prepared, used, of stored. ,

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

% “authorized medical physicist” means an individual who;

{a}

lsets the requirerients in 1266-02-07-34 paragrapl
le 0400.20.07-27

22 B
{bY s identified as an authorized medicsl physicist or feletherapy physiciston:.

1. A spetific medical use license or pérmit issued by the Division, U.8. Muclear Ragulstory

2, A medical tse permit issuéd by a U.S. Nuslear Regulatory Commission master material
licanses; '

3, A permit issued by a Division, U.S. Nuclear Regutatory Commission or Agreement State
broad scope medical use licenses; of :

4. A parinit issued by a U.S. Nucleat Regulatory Commission master material licehse broad
seope medical use peimities,

(4 “Authorized nuciear pharmacist’ means a phartmacist who:

(@)

(b)  Isidentified as an authorized nuclsar pharmacist on:

1. A specific license of equivalent perfit issued by the Division, U.S. Nucléar Regulatory
Commission, or Agreement State that authorizes thedical Use of the practice of nuclear
pharmacy,

2 A permit issued by 3 U8, Nuclear Regulatory Comimission iaster malerial licensee that
authorizes medical use or the practice of nuclear pharmacy;

3. A perrit lssued by a Division, U.S. Nuclear Regulatory Commission or Agreerment State
‘troad scope medical use licensee that authotizes medical use or the practice of nuclear
‘phartiasy; of

4, A pormit issued by 2 U.S, Nuclear Regutatary Commission master material license broad
scops modical use permilles that authofizes medical use or the practice of nuclear
pharmacy; oF

(¢) s identified as an authorized nuclear pharmacist by a commercial nuclear pharmany that has
been authorized to'identify authorized nuglear pharmacists; or

85-7039 (July 2010) 8 RDA 1693
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(10)

(1

(12)
(13)

(1)

{d)

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

{a)

Mee’m the requ:remenis:

in ;

B 30.67-60, 1200.05-07-63 smatacre (1))
stiboaraaranh-(1)(a) of fide £400-20.07- B0, or

by Is identified 4s an authotized user of;
1. A Division, 'U.8. Nuclear Regulatory Commigslon, of Agresment State hcense that
authorizes the miedical use of radivadéiive raterial;

2, A permit issued by a US. Nuclear Regulatory Cormmission mastér material licensee that
i6 autharizad to pérmit the medical use of radicactive material;

3. A permiit issued by a Division, U.S. Nuclear Reguiatory Commission, or Agreéement State
specific licensee of broad scope that is authorized to permit the medical use of
radioadtive matériali or

4, A permit issued by a U.S. Nuclear Regulatory Comimission master material ficense broad
‘scope perimittes that is-authorized 10 permit the inedical use of radicadtive material.

“Brachytherapy” msang a method of radiation therapy in which Sources. arg used to daliver a radiation

dose at g distancg of up toa few caitimetars by surface, Intracavitary, intraluminal, or Intérstitial

-appfication,

"Brachytherapy solirse™ means & radioactive source or & manufaciurer-assembled §ource train of a
combination of these soiifces that Is designad to deliver a therapeutic-dose within & distance of a faw
centimatérs.

“Dedicated chack solrce” Means a rat:iIOactme solirce that'is used 16 assure the constant operafion of a
radiation detestion or mgasuremenit device over several months of years.

“Dsntist” thearis an individual lisensed by a state of territory of the Unifédl States, the District of Goluimbia,
or the Comifionwealth of Pueito Rico to b‘rastice;deh;iatry.

“Digghogtic. dlinical prodetures mangal’ means a collection’ of written proceduras that describes each
methad (and offier instructions and grecautions) by which the licensee performs diagnostic clinical
pracedures; where each diagnostic clinical procedurs hes besn approved by the authorized tser and
includes the radiopharmaceautical, dosage, and route of adinliisiration, or in the case of sealed sources

for diagnosis, the procedure.
“Division” means the Division of Radiclogical Haalth.

“High dose-rate temote afterloader’ means @ device that Femofely defivers a dose rats in excess of 12
gray {1200 rads) per hioi at the reatment sie.

“Low dose-rate rémote afterloader’” means a tevice that remotely delivers a dase rale of lgss than or
equal to 2 gray (200 rads) per hiour at the freatment site. _

88-7039 (July 2010} 10 RDA 1693

567



(15)  "Mandgement' means the chief executive officer or other individual having the authority to manage,
direct, or administer the- licensee’s aotivities, or that person’s, delégaté or delegates,

{(18)  "Manugl brachythetapy' means 3 type of therapy il which the Brachytherapy sources (e.g., seeds,
ribbons) are manually placed or inserted.

(17)  “Medical institution” means an organization iri which more than ons medical disciplirie ‘35'{1’1‘&::’,156@&

{(18)  "Meadical use” nigans the intentional infernal or external administration of radicactive material or the
radiation from radibactive material to patsents or human research subjects. uhdsr the supetvision of an
authorized user,

(19)  "Medium dose-rate remote afferloader” means a device that rermotely delivers a dose rate of greater thah
2 gray {200 rads}, but legs than or equal to 12 gray (12136 rads) per ‘hour at the poliit o surfagewhers the
dose is prescribed.

(20) “Misadministration” means an event that meats the eriteria in 1268

(21)  “Mobile medical service” means the transportation of radioactive material to and its medisal ise at the
© clierit's address,

(221 *Output’ means.the exposure rate; dose rate, or a quantily refated in a known manner to these rates from
abrachytherapy souite ora teletherapy, remote afferioader; or gamma sterectactic radiosurgery udit for
a specified set of exposure conditions,

{23)  “Patient intervention” means actions by the patient or ‘human research subject, whether intentional or
'unmtenlronal Such 8 duslodg:ng or removing treatment devices or p?ematumly erminating the
admintstration,

{24y  “Pharmatist’ means -an individual ficenised by a State or Teritery of the United States, the District of
Colambia, or the commonweaiih of Puerto Rico fo pragtice phiarmacy.

{25y  “Physislan’ means a doctor of medicine or doctor of osteopathy licensed by the Slate or Terstory of the
' Unifed States, the Distrist of Celumbia, o the commonwealth of Puetto Rice to pres:;ribe drugs i the
practice of medicine.

{(26)  “Podiatrist’ means arf individual licensed by & State or Territory of the United Staies. the Disfrict of
‘ Colunibia, or the Commonwealth of Puerto Racc to practice podiatry.

{271 Positron Emission Tomography (PET) radionuclide production facility® is. defined as a fadility operating a
oyelotran of accelerator for the purpose of producing PET radionuclides..

{ED{E8Y Preceptor” means an individual who provides, directs; or verlfies training and‘experience required for an
indivitiual fo become an authorized user, an authorized medical physicist an authotized nuclear
pharmacist, or-a radiation safety officer,

9)"Prescribed dosage” means the specified activity or range of activity of unsealed radioactive material as
doeumsnied:

{a) In s'written-directive as specified in 4200.02-02.28 Ruls

by I aecordance mth the dlrectsons ef the authonzed user fqr procedures performed under 420042

3 ‘Preseribed dose” means:
(8  For gamma steraotactic radivsurgéry; the tutal dose as documented in the written directive;

{by  Forleletherapy, the fotal dose and dose per fraction as documented in the writien directive;

SE-7038 (July 2010) 14 RDA 1693
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(¢) For manual brachytherapy gither the total source strength and exposure time orthe 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 d:rectwe

£20131Y'Pulsed dose-rate remote afterloader” means a special typa of remote afterloading device: that uses a
single sotrce capabile of delivering dose rates In the “high dose-rate” range; but:

{8 s. approximately one-tenth of the: activity of typical high dose-rate remote afterfoader sourcas;
' and

{b) Is used to simulate the radiobiology of a low dose-rate treattment by inserting the source for a
given fraction &f each hour.

<73 “Radsaﬁnn -safely officer” moans an individual who meets the requtremenls i

| grap {3)(a) of Rule G400-20. }*4-.- 3 A _ fels

; n Safety Officer on a spesi dicat s nse or eguivalent permit issued by the
Div:sian, 4.8, Nulear Regulatory Camm;ssaon or Agreement State or a medical use permit issued by a
‘Commission: masier material licensee,

33 "Radiaactwa drug® means any chemical compound containing radioactive materlal that may be used on
ar administered to patients or human research -subjects. as an aid in the diagnbsns treatment, or
prevention of diswase or ofher abnormal condition, ,

{33){34Y'Sealed sowce” means any radioactive material that is encased in a-capsule designed to prevent leakage
or escape-of the radioactive material.

{343{36)"Sealed Source and Device Registry® means the nafional registry that contains all the. ‘registMiOn
cerfificates, generated by both the U.S, Nuclear Regulatory Commission and the Agresment
summarize the radiation-safety information for the sealed souroes and devices and describe t_: ] _ice}‘asiﬁg
and use conditions approved forthe produst,

{35338 Stareotactic radiosurgery” neans the use of external radiation in corijfunction with a sterestactic guidance
device to very precisely deliver-a-therapeutic:dose to a tissue. voiume

(48N 371 Structured. edycational program® means an edyeational program designed to impart particular knowledge
and practical education through Interrelated studies and supervised training.

81 Teletherapy,” for the purpose of this Chapter; means a method of radiation therapy i whtoh collimated
gammea rays. are delivered ata distance from the patient or human research subjsct,

‘*"Temparary job site” rrieanis a location where mobile medical services are conducted other than those
location(s) of use authorized on the license.

Y Therapeutic dusage” means a dosage of unsealed radioactive material that is intended to deliver a
radiation dose fo a patient or human research subject for palhatwe orcurative treatment.

{034 1Y Therapeutic dose™ means.a. radiafion dose defivered from a source confaining radicactive: watedal to a
patiant-or human research-subject for palliative or curafive treatmenit.

{443649Y Treatment site” means fhe anafarmical deseription of the tissue infended o recelve aradlation dose, as
described in-awritten directive.

J{A3)" Type of use” means use of radioaciwe material under. 4
46 04 2t 44 ﬁéﬁﬂﬂ?ﬁ*ﬁ% 435 E
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Ea{447Unit dosage” means a dosage prépared for medical use for administration as a sing e tosage to a
patisnt &f hurman research. subject without any further maripulation. of the dosage after it is initially
prapared.

W‘Wﬂtten directive” means an authorized user's written order for the administration of radicactive naterial
or radlation fmm radet:iactwe maferial to a specific patient or humati research subject as specrﬂeci in
e : e B400-20-07-.20.

Authomy T.CA, §§68~202~101 et s84., 68-202-201 et seq. and 4-5-201 et s,

3 Othier Federal and. Siate Requirswients,

) 077, Provisions fer the Protection of Human Research Sublects.
1y A licensee may conduct research Involving human subjects using radioastive material provided that:

&) The research is conducted, funded, supported, or regulated by a federal agancy which has
implemerited the Federal Policy for the Protestion of Human: Sublects Otherwise, 4 licensee
shall apply for and receive. approval of a specific. amendment to. its. ficense before conducting
such research, In bioth instances, the licensass shall, at a mininium, obtain prior informed tonsent
from the human subjects and obtgin prior review and approva] of the regearch activities by an
“Institutional Review Board” in accordance with the meaning of these terms as defiied and
deseribed in the Federal Policy for the Protection of Hurman Subjects;

(b} The research involving human subjects authorized in 430 -G04) subps -
parayraph shall be wnducted using radioactive material authernzed for med:__ [ usein

and
) Nothing in 4200-02-07-07 thig rulerrelieves licensees. from comiplying-with the other reguirements
i this rute.

Autharity: T.C.A §868-202-101 et seq., 68-202-201 et seq, and 4-5-201 ot seq.
738 $400:20-07-.08 Maintenance of Records.

Eagh tecord required by this Chapler must be legible throughaut the retention period specified by each Divisien
rsguiation The regord may be- the ongmal or a reproduced copy or & mtcroferm provided that the copy of
raleroform is authenticated by authorized persennel and that the: microform fs capable of producing a clear copy
throughout thee required retention pefiod. The record may also be stored in-electronic media with the capability for
preducing legible, 'accurate; and complete records during the required retention period. Records: such as letters,
drawmg& angd s;aecaﬁcaﬂcns rmust include. all pertinent information such as stamps, ‘initials, and signatures A
ficensee shall maintain.adequate safeguards against tampering with.and loss of records.

Authority; T.C.A. §§68-202-101 atseq,, 58-202-201 et-seq. and.4-5-201 et seq.

08 Implementation.

(1) Alicensee shall implement the pmv}sicns in this rute on fhesfiscive dalesi theve riles) Mamkﬁ*& 2010

(2y When a requirement in this rule differs fmm the requirement in an existing license condition, the
reguiremnent in this rule shall govern.

{3} Any existing license condition that i$ not affected by & requirefrerit in this rule remains in effect until there
is.a license amendment or license renewal..

S§S-7039 (July 2010) 13 RDA 1693
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®)

©)

(2)

{®)

' §re€gu|red by

If a license condition exempted a licensee from a provision of this rule on {the:

ases) March 21, 2010, it will continue ta exempt a licensee from the correspoﬂding pmvesion mthss rdle,

Licensegs shall

Apei'son shall only manufacture, produce, prepare, acquire, receive; possess, use; or transfer *radmacilve
material for medical use in accordance with a specific: ficense. issued by the Division, the U.S. Nuclear
Regulatory Commisslen, or an Agreement State or as allowed in paragraphs (2) and {3).of this rule,

A individual may receive, possess, use, or kransfer radicactive: maferial in acﬁerdance with the
‘regu|aﬂens in ihis rule under the supsrvision of an authorized user as. provided in 4208 44 :
(0719, unless prohibited by a license condition.

Av individual may prepare unsealed radioactive: material for medical use n accordance with the
regulations in this rute under the supervision of an authorized nuclear pharmaeist or authorized user as
provided in 4200-62-07-46 Rule-0400-20.07- 18 unless prohibited by alisense condition.

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

{3711 Application for License, Amandment; or Renewal.

1y Anapplication must be signed by the applicant’s or licensee’s. management.
) An-application for a ficense. for med‘tca! use of. rad;aaetive matarial as- descnbed in
g B, 3 0400:20:07- 48, 200
(8) Filing with the Division the original application in duplicate on a farm preseribed by the Division
and
{by  Submitting app&cabfe pmcadures required by 120 ¢
2 BA00:20-07-72, 432 ¥ DA0G.20:07+73, an
3 A-tequest for a license amendment or fenawal imust e made by
{4y Subrritting an original in Jetter format to the Division; and:
{b} Submitting appitcahle procedures r&quired Eﬁy :
@@% 0 ==
) Arec ’ .
must also. mcimﬁe :nf@rmatwn regardmg any radiation safeiy aspeai zef lhe mediaal use nf the maternair
that is not-addressed.in this Chapter.
(ay  The applicant shall also provide.specific information on:
1. Radiation safety pracautions angd instructions;
557039 (July2010) 14 RDA 1693
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(8)

2. Training and experience of proposed users;

3. Methadolagy for measurement of dosages or doses to be administered to pahants or
hufrian research subjects; and

4. Calibration, maintenance, and repair of instruments and equ;pment hecessary fof
radiation safety

An.applicant or licenses shall also provide any other information requested by the Dlms o in its review of
the application.

G-43 parsurach (4) of Rule 0400-20-10-

An applicant that satisfies the requirements specified in 45
A3 may apply for @ specific. licenge of broad scope.

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

37 A PA0G-20:07, 13

Reserved.

(1Y Alicenses shall apply for and must receive a lisenise amendment;

{8} Before the licensoe receives, prepares or yses radivactive mafetial for a type of use that is
permitted nder this rule, but that is not authorized on the ficensee's current license issued
purstuant to this rule;

(b

-W Qgrggzgaﬁ (1} of ﬁui@ 54 -2 0 ‘?

4, Identified as an authotized user, an authorized nuclear pharmagist; or authorized hedical
physicist on @ U.8: Nuclear Regulatory Commission or Agreement State Ticense or
Licensing State or other equivalent permit or license. r-ecagmzeﬂ by the Division that
authorizes the use.of radioactive material in- medical use in the practice Qf nuclear
pharmacy; or

5. Identified as an atithorized User, an authorized nuclear pharmadist, or authorized metical
physicist on. a permit issued by & U.S. Nudlear Regulatory Commilssion or Agreement
State or Licensing State spetific icensee of bfodd scope that i authorized to permit the
use-of fadioactive material in médical use or in the practics of nuclgar pharmagy.
8§-7030 (July 2010) 15 RDA 1693
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{c) Before the licerisee changes Radiation Safety Officers, except as provided in 128020243
paragraph (3) of Rule 4002007-47;

{dy Befora the licensee receives radipactive materfal It axcess of the armountof in a d!fferem physical
of chemical form than is authorized on the license; .

(&) Before the licensee adds to of changes the afeas of use jdentified in the application or oh the
iigense;

(i  Beforethe licenses changes the address(es) of use identified in the application of on the license;

(g)  Before the licenset changes statements, representations, and procedures which are incoiporated
' into the license; and '

hy  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 56,

07-.44 Notifications.

{1

{2)

A licenses shall provide fo the Division a. copy of the board cerlffication, the Nuclear Regul
Cornmission, Agreement. State or Licensing. State license, ‘or the permit issued. by 4 ticensee of
‘'scope for ‘each individual ne later than Thiky 30 days aﬂer the date {hat the Licensee permits the
individua! to work as ‘an aut rized user, an authorizsd nuc:!ear pharma ist, or an authnnzed tedical.
'phys;mst pursuant to 3 $1aRa i Rov il e ﬁﬁggragmgh (13(b) of Ruls 0400300712

A licensee-shall notify the Division no later than @%&@ﬁ; days aften:

Eatory

{dy  An authorized user, an authorized nuelear pharmacist, a radiation safety officer, or an authorized
medical physicist permanently discontinugs. performance of duties under the llcense or has &
name changs;

by The licensee's malling address changss;

© The !inensees nams. changas but me name cange_ dogs not consmute a transfor of control of

(1) The. provisions of 1200-02-07-44 parswaph (4) of Rulp 0400:20.07:11 regarding the need fo file an
amangment fo the. hcensa far medicaf use of radioactive matefial, as described in . Hijlg
b4 Q}wféﬁaﬁ?n 81

@) The. provisions of 3200-02-87-43 ubgarag;rggg (Do) of Rule 0400200712
-ah ameandment before permitting anyone to work as an authorized user, an auiheﬂzed nuclear pharmaclst'
or an authorized medical physlcist under the license;

3y The. prevismns of 4200:02-07-43 subparanranh (Hie) of Rule 0400:20:07:.18 regarding -additions. to or
‘changes’in the areas af use ai the addresses specified in the fizense;.
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)

The provisions of Fule- 42800207 ; i 0-07-.34 regarding natification
to the Division for new authonzed users new: autharizad medica! physicists and new authorized huclear
pharmacists;

The provisions of 4240-8
soirees..

<22 regarding ‘suppliers for sealed

Autfiority: T.C.A. §§68:202-101 et seq., 88-202-201 &t seq, and 4-5-201 et seq.

@

3

G-07-A48 0400-20-07- 18 License lssuance and Specific Exemptions.

“The Division shiall issug a. iig;ense for the madical use of radioactive matertal i

(=) The appimant has ﬂied an apphcatton with the Division In accordance with the instrugtions in

by Ruls 04002 .

{©) Thie Division finds the applscarzt SOy pped and tommitied to cbserve the safety standards

' esgab!ished by the Division in these regulations for the profeetion of the pubnd heaith and safely,
an

()] The applicant mests the requirements of Chaper 42000340 0400-20-18

The Division:shall igsue a licerise for moblle redical service if the applicant:
&) Meets the requirammenits.in paragraph {1) of this rile; and
{6y Assures that individuals of human reseamh'sub_jects to whom unsealed radmact:we material, or

ratliation frony implants containing radi
“foll meg freatmenit inaccordance with 48

The Division may, upon application of any interested pargon of tiponi its own initigtive, grant exemptions
from this Chapter that it defermitigs are authorized by law and will-riot sndanger life or property of the
comirion defense and secuniy and are otherwise In the public nterest,

Authority: T.C.A, §§88 -202-101 et s8q., 68-202-207 ot seq, and 4-5-201 et sed.

@)

(6]

.17 Authority and Responsibilities for {ie Radiation Protection Program.

In addition to the radigtion protection program. requirements of
licensee’s management shall approve In writing:

(&)  Requests fora license application, rehewal; or amendment before-subimittal tothe Division;

{b) Any individual before allowing that individual to work as an authorized user, authorized nuslear
‘phariiacist, or authorized medical physucisi and

(¢} Radiation protect
permittad under 4

on prcsgram shanges that do not fequire. -a. license amendment and are
& Rule B400:2

Alicensee’s management shall appoint a radiation safely offiser, who agrees, in writing, t© be responsible
for implementing the radiation protection program, The hcensee, through the radiation-safety officer, shall
ehsure that tadiation safety achivities sre being performed in ‘acgordance with l:cense&appreved
pracedures and regulatory requirements,

For up to sixie 60 days each year, a licensee may permit an authorized user or an individual qualified to
be & radiation safety officer to funiction as 4 temporary radiation safety officer and to perform the functions
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of-a radiation safety officer, under paragraph (7} of this rule, if the licenses takes the actions tequired in
paragraphs (2), (8), (7). and {8) of this rule.

{4) A licensee may slmuitanefansiy appointiore than cne temperary radiation safety officer under paragraph

' {3) of this rule, if needed to ensure that the licenses has a terfiporary radistion safety officer that satisfies
the requirements to b a radiation safety officer for each of the different fypes of usés of radioactive
material permitted by the licénse.

% A licerises shall establish the anthit?, duties, and respbnsibiﬁzi,es_of the radlgtion‘s,afe,ty officer in writing.

®)

ﬁ shall esiaisﬁs ' & on safety commtttee to oversee all uses of radloactwe matertal perrmtt el by
the licerisa. The cormmitlee must Inciude an authorized user of each type of use permitted by the license,
the radiatlon safaty officer, a representative of the nutsing service, ang a repieséntative of managemeit
who is neither an authorized uset nor a radiation safety officer. The committea may include other
members the heensee considers appropriate.

(74 A Hecenses shall provide the radiation safety officer sufficient authority, organizational freedor, time,
resources, and management prerogative, to!

(@) identify radiation safety problems;
) Initiate, recommiend, bt pravide carrective actions;
(6) Stop unsafe operations; and.
{d) Verify implementation of sorrective actions.
8 A“izceﬂsee«s Radlatren Safety Committee shall meet as necessary, but at a mifimum shall mest at

ed & months The licenses shall mzintain minutes of each. nigeting in dccordance
Fule 8400900782,

{99 A licensee shall retain a record of actions teken under paragraphs (1), (2) and (6) of this rule in
ateardance with e 04 7B

{a  Therevision does not requite a license amendment under 4

()  Therevisionis in-compliance with this Chapter and the license;

(ey Tha tevisich has been reviewed and approved by the radiation safety offioei and licerisée
anagemant, and

{d) The affected individugls are instructed on the revised program befere the changes are
implementad

@ AYicenses shall retain a record of eaciy change in accordance with 3200 7 aﬁ»%

Authority; T.C.A: §§68-202-101 et-seq., 68-202201 et seq. and 4-5:201 et seq.

48 04110.20:07-:48 Supervision.
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{2y

(3)

A licensee that periiits the receipt, possession, isé, or transfer of radiaactwa materlal by an mdmdual
under the supeivision of an authorized user, as allowsd by $246-02-07.- Huls

Q—QZ =10, ghall:

{a) instruct the supstvised individual in the icensee's wnlten radiation protection proceduiés, written
directive proceduras, this Chapter, and license conditions with respect to the use of radioadtive
Fhataridl and

) Require the supervised individual to follow the instructions of the supervisivig authorized user for
medical uses of fadivactive material, written radiation protection procedures estabiished by the
licengsee, writton directive proeedures regulations of this Chapter, and license conditions with
respect to the medical use.of radioactive material,

A Itcensae that permiis the preparations of radiocactive material for medical use by an individual undar the
supervision of an. authorized nuclear pharmagist or physician who is an authorized user, as allowed by
2200020710 pa i (3 af. e CA00-2007-.14, shall:

(a) Instruct the supervised individual in the preparation of radivactive material for Miedical use, as
' appropriate to that intividual's involvement with radioactive materiaf; and

{b} Reduire fhe supefv;?sed individual to follow the Instracilons of {he supervising duthoiized user or
‘authorized nuclear pharmacist regarding the preparation. of radigactive material for medical uge,
writter radiation protection procedures established by the livensee, this. Chapter and license
conditisns..

A licensee that parmits supervised activitios under paragraphs (1) and (2} of this ruleis responsible for
the acts and omissions of the supervised individual,

Authority: T-C.A. §8§68-202-101 et-seq., 68-202-201 etseq. and 4-5-201 of seq.

®

30000720 Wiritten Directives.

A written directive must be dated and signed by an authorized user hiefore the adm:mstratron of 1131
sodium iodide-greater than 111 megabecqnerels (MBq) (30 microcuries (UCh), any therapeutic dosage of
radiozctive material or any therapeutic dose of radiation from radlicective naterial.

ff because of the emergent nature of the patient's gondition, & delay in order to provide a written directive
sopardize the patient's health, an oral dir @is acceptab!e The infarmation contained-in the oral
dlrecn\?g ‘must be dosumented as soon as pass;ﬁie- in witfinig ‘In the patient’s recurd. A written directive
must be prepared within % i 4% hours of the oral directive,

The written directive must confain the patient or human rasearch ‘sublect’s name and the following
information:

(a)  For any administration of quantities greater than 1:11 MBq (30 uGi) of sodium iodide 1-131: the
dosage;

{b) For an administration of a therapeutic dosage of radicactive drug contaiting radisactive material
other than sodium iodide 1-131; the radivactive drug, dosage, ang route of administralion;

© For gamma stereatactic radiosurgery: The total dose; treatmerit site, and values for the target
coordinate settings per treatment for esch anatomically distingt freatment site;

{d)  Forteletherapy: The total dose, dose per fraction, number of fractions, and treatment site;

{e) For high dose-rate remote afterioading brachytherapy: The radionuclide; treatment site, dose per
' fraction, nuriber of fractions, and total dose; or

{6 For all other brachytherapy, including fow, niedium, and pulsed doss rate remote afterloaders:
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(3

4

fiyi,  Before implantation: Treatmenit site, the radionuclide, and dose; and

faz2.  After implantation but before completion of the procedure: The radionuclide, treatment
site, number of sources, and total sourcs strentth and exposure time {or the total dose).

A wiilton revision to an axisting wiitten directive may be made if the revision is dated and signed by an
authorized user before the adminishration of the. dusage of unsealed radivective material, the
Braghytherapy dose, the gamma stereoiactic radiosurgery dose, the lefetherapy dose, or the next
fractionsl dose.

{a} i1, because of the patient’s condition, a delay in order to provide g wrilteh ravision to an existing
written directive ‘would jeopardize the patient’s health, an oral revigion to a# existing written
directive Is acoéptable. The oral revision must be dosumented as soan 28 possibis in the patient's
record. A revised writtan directive must be signed by the authorized user w‘mm &g :
hours of the oral revision.

The licensee shall retain & copy of the wrilten directive in dccordance with 42

&)

2y

@

Proceduras for Administrations Requiting a Written Direa:‘iive

For any administration reduising & written directive, a licenses shall deveiap, implement, and maintain
written procedures fo provide high confidence that

{@) The patient's or human research subject's identity is verified bafore sach administeation; and
() Each administration is in aceordance with the written directive.

Ata minimum, the proeedures reguired by paragraph (1) of this rule must address the followlng activities
that are applicable to'the licensee's use of radipactive material

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

by Veiifying that the administration is in acoordarics with the treatment plan, if applicable, and the
willten directive;

{c) Checking both manual amd computer-generated dose calculations; and.

{d) Verifying that any compulter-generated dose calculations are c:o
cmascies af iherap&uﬁc medscai units authorized by 3200-02-01.4

Autherity: T.C.A §§8‘8-2§2h*3 01 st seq., 68-202-201 et s.eq. ard 4-5:201 ot seq,

722 Suppliers for Sealed Sources or Devices for Medical Use,

For medical use, a licanses may only use:

&3] Sesled sources.or dewces mamfaﬁwmd labaled, packaged, and distributed in accordance with a license
issued under 328 - 450:30-10 of these regulations or the equivalent requirements of the
Nuclear Regutatory Gammrsszon o an Agreerent State; ‘

{2) Sasled sources or devices non-commercially transferred from & Division, Nudlear Regulatory Cotmission
or Agréement State licensee; or
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(3) Teletherapy sources manufactured and distributed in_ accordance with a license issued under Chapter
Ap00-02-30 0400-20-10 of these regulations of the equivalent requirements of the Nutlear Regulatory
Commission or an Agresment State;

Authorily T.CA §868:202-101 et sey., 68-202-201 et sey, and 4-5-201 et seq.

responsabiiihes of the radiation safetyoffmarunder ', 207

(1) Is-certified by a speciaity board whose certification Protess has been recognized by the Division, the U.S.
Nuclesr Regulatory Commission, or an-Agreement Stats, and who meets the requirements of paragraphs
{d) and (8) of this rule. (Specialty boards whose certification processes have been recognized by the U.S.
Nuoclear Regulatory ‘Commission or an Agreement State will be posted on the U.8. Nuclear Reguiatory
Commission’s Web page.) To be recognized, a speialty board shall require all candidates for sertification

fo:

{a¥ 1.
2.
3.

{b) 1.
2.
&,

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 dwenty 20 college credits
in physical science;

Have & § or more years of professional experience in healith physies {graduate training
may be. substituted for no more than o 2 years of the required experlence): including at
least thras 2 years in applied health phys;cs, and

Pass an examination administered by dipfomates of the specialty board; which evaluates
krowledge and competence in radiation physics and instrumentation, -radiation,
protection, mathematics: pertammg to the Uise and measurement of radicactivity, radiation
Biology, and radiation dosimetry; or

Held @ masters ar dcctors ﬁegree m ;&hysi’cs, medxcat phys;cs ather phys;cai selance,

Ha_wa w2 years of fuli;{ime practittai' training randinr supervised 'expe"r'i'an_c‘a in madical

physics: .

é) Under the supervision of a medical physicist who is cerlified In medical physics
by a specially hoard recagrized by the U.S: h&uciear Regulatory -Camimisgian or

an Agreement State; or

(i) In cimlcal nuciear medleme facﬂittes prewdmg dzagnastic aﬁdi’or thefapeuﬁe

‘Pass an examination, administered by diplomates of the spevially board; that assesses
\know!edge and eompetence in clinical diaghostic radiological or niticlear medicing physics

and in radiation safety; or

(2) (&  Has completed astructured educational program consisting of both:

$5-7039 {duly 2010)

st 200 hours of classroom and laboratory trai'n?ﬂé Iy the: following -areas:

{0 Radiation physics.and instrumentation;:

(i) Radiation protection,

iy  Mathematics pertaining to the use and measurement of radioactivity;
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Exoept a5 provided in 426002
physicist o be an’individual whe:

{ivy Radiation bivlogy, and
{v) Radiationt ddsimetry; dnd

2. Sis 1 year of full-lime radiation safety experience under the suparvision of the individual
identified as the radiation safely officer on a Division, U.S. Nuclear Regulatory
Coftimissioh of Adreerrient State license or a permit issuied by @ Commission rmaster

material ficensee that uthorizes similar type(s) of use(s) of radioastive material involving
tha' follaw!ng ‘

® Shippmg, recaiving; and perfdi‘mmg related radiation surveys;

(ﬁ) Using and performing checks for proper operatron of insttumerits used to
determine: the activity of dosages. sivey meters, and instruments used to
measure radionuclides;

(i) Securing.and controlling radivactive material:

(ivy  Using administrative controls lo avold fiskekes in the -administration of
radivactive material;

) Usmg procedures fo prevent -or minimize radioactive- contamination and using
' proper decontaminiation procedures;

{vi).  Using emergency procedirés to control radioactive material; and.
{viy  Disposing of radivactive materlal; or

3) (&) is_’a ‘medical physicnst whorhas_l_)reen certzﬁed by a speeralty board whosz; cerﬂfacataon process has

_ e 4 paradr (‘ Hula. 2&«9’?&%@ and has expenence in
radiation safety for sitmilar typas of use of . rad:oacti material for which the licenses is seeking
the approval of the individual as radiation safety officer and who mests the. requirements in
paragraphs (43 and (5) of this rule; or

{) Is arvauthorlzed user, authorized medical physicist, or authorized nuclear pharmacist identified on
' tie licenses's livense dnd has experience with the radiation-safety aspects of similar types.of use

of radicactive malerial for which the individual has raduatirm -safety officer res;aonsnbmhes gnd

4 Has obtgined written attestation, signed by | preceptcar radfatmn gafely affiger, that ihe mdividuai has
' it 'ataﬂty c:ompfered the requaremen!s in paragraph (6) of this rile, and in supparagrapt (1) (1)(b),
2Hay, (3)a) o rule; and has achieved & level of radiation safety’ kriowledge: stifficient
functuon ridependently as 4 radiation safaty officer for a medical use licensee; and

{8) Has: training in the radfanon safety, regulatory issues and emergency procedures. for the types of use for
which a lloensee seeks approval, ThHis training reqmrement may ba:satistied by campleimg trainmg Yt is
supefvised by an authorized medical physicsst authorized user, authorized nuclear pharmacist,

tadiation safety officer, as appropriate, who is autherized for the type(s) of use for which the ligensee 1§
seeking dpproval.

Authority: T.C.A, §§66-202-101 et seq., 88-202-201 etseq. and 4-5-201 et seq.

1 s certified by a specialty board whose certffacatfon process has. been recagnized by | the Divisibn; the U. 8.
' Nuglear Regulatory Commission or an Agreement State and who meets the requlrements in
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subparagraph (2)(b) and paragraph (3) of this rule. To be recognized, a specialty board shall require all
gandidates for cerfification to:

@

{b}

()

@ @

()

1ifle, Rule 4200620

Hold a masters or doctors degree in physics, medical physics, other physical science,
engineering, or applied mathematics from an accredited college or unlversity;

Have fwo 2 years of full-tima practical tralning and/or supervised experience i madical physics:

1. Under the supervision of a medical physicist who is ceriified in medical physics by a
specialty board fecognized by the U.8. Nuclear Regulatory Comimission or an Agreement
State; or

2. i chnical radiation faclliies providing high energy, external beam therapy (photons and

elections with energies gresler Han or egual W 1 wilion eleckon volis} and
brachytherapy services under the d recﬁen of ;;hysicians whe meat ﬂzea raqmrements far

authorized users in Rule $200.-02-0%-.28
or 1280088780 040020078 80, ahé

Pass ah examination, administered by dspiamaies of the specialty board, which assesses
knowledge and mmpatenca in clinica) Tadiation therapy, radiation safety, calibfafion, quality
assuiance, and heatment planning for extérnal beam thempy. mﬁhy%herapy, and sterectactic
tatliosurgery, or o .

Holds a masters or doctor's degree in physics, medical physics, othér piysical sdienice,
engineering; or applied mathematics from an accredited sollege or universlity; and has completed
pan 1 year of filltime training in medical physics and an additional year of full-firve wotk
expetisrics under the supervision of an individual who mests the requirements-for an authorized
edical physicist for the type(s) of use modalities foFwhich the individiual is seéking. authorization,

This training and work experience must be conducted in ciinical radiation facilitiss that provide:
high energy, exterhal beam therapy and brachytherapy services and must include:

1. Parforning sealad sourcs leak tests and nventorias:
2. Perforrving detay corrections;

3 Perforining full calibration and periodic spot cligecks of extérnal beam treatment. unifs,
stersotactic radiosurgery units, and rermotle afterloading Units as applicable; and

4, Conducting radigtion surveys around extérnal beam treatment unils, stereciactie
radigsurgety units, and remote afterloading uriits ag applicable; and

Has obtained writlen attestation that the individual has satisfastorlly completed the requiremenis
ity subparagraphs {1}{a) and (1)(b} and paragraph {3}, or sibparagraph (2){a} and paragtaph (3}
of this rile, and has achleved a fevél of compatency sufficient to funclion indépendently as an
suthorized medical physicist for each lype of therapeutic madical unit for which the individual is
reqifesting authorized medical physicist slatus, The written attestafion mhust be ssgned by &
preéepior authorized medical physicist who maeels the requiremenits in . 5
s DH00-20.07.-. 28 or gquivalent U.S. Nuclear Regu :
Agresment State requirements Tor an authorized medical physicist for each ty;:e of therapeutic
medical unit for- which the individual Js requesting authorized medical physicist staius; and

# Has training for the type(s) of Use in the modalities for which authorization is sought that includes hatids-
on device operation, safely procedures, clinical use, and the operation of a treaimient planning system,
This {raining requirenient may be satisfied by saﬁsfsetcﬁiy completing either a tralning program provided
by the vendor or by tralhing supervised by an-authorized medical physicist authorized for the :ype(s‘} of
use for which the individual is seeking authorization

Authority: T.C.A. §§68-202-101 et seq,, 6'3~202~2ﬂ1’_ el seq. and 4-5-201 et seq.
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Excepl a5 provided in 3200020028 Fuls §40
pharmacist to be.a pharma(:lst who

{1 i cerlifisd by a specialty boaid whose certificatron process has beén recoghized by the Division, the U.S.
Muclear Regulatory Commission of ah Agreement State and who mests the réquirements ih
subparagraph (2)(b) of this rule. To be recognized, a specially board shall require -all ‘candidates. for
certification to!

(&)

Have graduated from a pharigcy program acoredited by the Amencan Council on
Pharmageutical Education (ACPE) or have passéd the Foreign Pharmacy Graduate Examination
Committee (FPGEC) sxamingtion;

(b}  Hold a ciirfent, active license to practice pharimacy;
{©) Provide evidence of having ‘acquired at leas - 4,000 fiours- of trammg{exparience m
niclear pharmacy. practice, Academic training may be subsiituted for no rmore than tweths
2000 hours of the required training and. experlencs; antl
RC) Pass an exarnination. in nuclear pharmacy administered by diplomates of the. specialty boaid,
' which assesses knowledge and competency in procurerment, oompoundmg quality: assurance,
dispensing, distritiution; health &nd safety, radiation safely, provision of informiation and
consultation, monitoring pafient outcomes, research and develapment; or
2) {8  Has completed 700 hours in a structured educational program consisting of both:
1. 200.hours of classroom and labioratory training in thie foflowing areas:
() Radiation physics and instrumentation;
(i}  Radiation protection;
iy  Maihematics pertaining to.the use and measutsinent of radioactivity;
(v}  Chemistry.of radacactlve miateriat for medzcai use; and
i) Radiation k:sto!ogy, and
2. Supervised practical expsrisnce in a niiclear pharmacy invalving:
{iy  Shipping, receiving, and parforming related radiation stirveys;
an Using and perforiiing checks for propsr opsration of instrumefits used to
determine the activity of dosages, survey metérs, ard, if appropriate, ins(ruments
usied to measurs glpha-or beta-emitting. radaonuchdes
{ii)  Caloulating, assaying, and safely preparing dosages for patients of human
research subjects;
{v)  Using administrative controls to aveid misadminisirations in the administration of
ragloactive material; and
) Using procedutes fo prevent o minimize radioaciive contamination and using
proper decontamination procedures;and
{H) Has oblained written altestation, signed by a preceptor authorized nugleer pharmacist, that the
individual has satisfactorily sompleted the requirements in subparagraphs (13{a} through {d) or
subparagraph (2)(a) of this rule and has achioved a fevel of competancy sufficient to function
independently ags-an authar;zed nuclear pharmacist;
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Authority: T.C.A §§f68~202-1 01 ef seq., 68-202-201 et seq. and 4-5-207 etseq.

4 G20 0728 Training for Experlenced Radiation Safely Officer, Teletherapy or Medical
F’hys:cist Authonzed User, “and Nuclear Pharmagist.

{1y An individual identified as a radiation safely officer, a teletherapy physicist or medical physicist, an
authorized medical physicist, or & nucléar pharmacist or authorized’ nuclear pharmacist on a Dw:suon
U.8. Nuclsar Regulatory Conifnission, or Agreement State licenss, or a permit issued by the. Division,
U.S. Nuglear Regulatory Commission, or an Agréement State broad scope licerses or master material
lmense perm:t or by & master material license permittse of Broad scope bafore &
: 121, 2040 nead not. comply with the training requirer

0724 Q4002007 24, or 406004 40

% Physicians, dentists, or podiatriste identified as authorizéd users for the medical use of radieactive
material or-a license jssited by the Divigion, 1.8, Nucléar Regulatory Commission, an Agreement State, -
a permit issued by a US. Nuciear Reguiatory Commission inaster miaterial licenses, -a permit issuéd by
the D;vrsson u. 8. Nucfear Regulattary C’ommnssmn, or Agreement Stite br@ad scepe {icansee, ora

{3) individuals ‘who rieed not campiy with, fraining fequirements as described in (hls rule may serve @s
praceptord for, and supetvisors of, applicants seeking authorization on: Division or NRG litenses for the
sarhe uses for which these individuals are authorized.

Aifhority: T.C.A. §568-202-101 et sed,, B8-202-201 et seq, and 4-5-201 etseq,

' shall posséss and use instrumentation to measure the-actf
administered to gach patient or huivan research subject.

{2} A lidensas shall calibrate the instrUmeniatmn required in paragraph (1} of this fule i accordance AWith
nationally récagnized standards or the manufacturer's instructions.

(3)

Auttiority: T.C:A. §§68-202-101 et seq., 6:8—-2624201 ot seq. and 4-5-201 et seq,

g Calibration of Survey Instruments,

oy A liceises shall cal;brate the-survey instrumerits used fo skiow compliance with this Chapter-and Chapter
’ ) {32008 bisfare first use, annually, and following @ repair fhat affects the calibration.
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(3

(4}

{5

To satisfy the requirements of $300-82-07-38 pacacraph (1) of Rule 0406000725 the licensae shall

{a} Calibrate all required scalé readings up to 10 millisieverts {1000 milliram} per hour with a radiaticn
soUree; _

() Colibrate B¢ 2 separsted readings on each scale or devade that will be used fo show
compliance; and

©) Conspleususly note on the instrument the dale of calibration.

A ficenee shall not use survey instruments if the difference belween the Indicated exposure rate and the
caleuifted exposire rale is grestor than 20 peroant.

ﬁz ficenses s%raii zaetam & fecord of each survey Instrument calibration In acocordance with 43

Catibration of all survey Instrumeanis shall be jn accordance with an approved procedure or prefermad by
persons speciiically licernged o provide calibration services.

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

07,30 Determination of Dosages of Unsealed Radloactive Matedal for Medical Use.

€} A ticensee shall determine and record the activity of each dosage before medical use.
2 For a unit dosage, this determination must be made by:
{a) Direct measuramant of radioaclivily; or
() A decay correction, based on the activity or activity concenfration determined by
1. A manufasturer or preparer lioensed inder ks £31 b
or equivalent U.S, Nuclear Regulatory Cammiss’ien or ,Agraament Siai&
requ;ramerﬂs of
2 An Agreement State or U8, Nuclear Regulatory Commission licensee for use In research
in aocordance with a radicactive drug research commiltes-approved protocol or an
;mfest:gaﬁmai new drug (IND) protocol aceepted by Food and Drug Administration
{FDA).
a. A f"‘E’i‘ mﬁm{mw drug producer lioensed under
) ,g N -
3 For gther than unit dosages, this determination must be wade by;
{ay Direct measwrement of radicactivity;
{by  Comblnation of measurement of radioacivity and mathematical caloulations; or
i} {ombination of volumeltls messurements and mathematival calculations, bosed on e
measurement made by:
1. A nmafwurer of praparer loensed under 8 {10y of Ruls
57 {=,4% or equivalent U.8. Nuclear Regifatory Commission ar Agreement State.
'requarama:ns or -
2 A PET radiaacﬁve drug producer fleensed under Rule- 4200008042
. 14 of eguivalent U8B, Nucler Reguiaimy Gammissmn o ﬁgreameﬁt
Siate feqairamﬁn{s
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Uniess otherwise directad by the authorized user, a licenses may not use a dosage if the dosage does:
not fall within the prescribed ﬁésage range or if the fosage differs from the prescribed dbsage by mare
than Svenly 20 percent.

A lcen ee sﬁaii refaiﬁ a record af the dosage determination required by this rule in accordance with

Any person authorized by 4300024716 Ry iater
may recelve, possess, and use aﬂy of %he owing radicactive malerial for check, calibration,
transmisgion, and refergnce uss:

{a) Sealed sources manufactured and diskibuted by persons spacifically licensed pursuant to
Chapter 42 6 B40000-10 or equivalent provisions of the U.8; Nuclear Regulatory
Commissian or an Agreement State and that do not exceed 1,11 gigabeoquerels (30 milllicuries)
each;

(! Sealed sources, not exceeding 1.11 GBq {30 mCD) each, redistibuted by a ligenses authorized o
radasirih U i' e ‘sedied sources maaufa E: d aﬂd dxsta fed hy a pef‘sen ficensed under 4260

1343 : 2010518, or equivalent provigions of
%ha u. & Nuglear Reguiaimy Comission or Agreemen% State regulsiions, providing the
tedistributed sealed sourcss are in the original packaging and shielding and are acsompanied by
the manufaclurers approved instructions: _

{c} Any radicactive material with a half-life of 120 days or less in individual amounts not to excead
555 megabecquerels {15 millicuries);

{d) Any radioactive material with a hait-life greater than 120 days in individual amounts not fo exceed
the sinaller of.

1. 7.4 megabscquerels (200 uCi y: or
2. 1000 times the quantifies in Schedule RHS 8-30 Chapfer 426502

10 0400-20-14 and

(8)  Technstium-99m in amounts as needed,

Auihonty T.GA. §§88*2E32~101 &t seq., 88202201 et seq. and 4-5-201 of seq..

@)

(17-.32 Reduiremeants for Possessim of Sealed Sources and Brachytherapy Sources.

A licenses in possession of any sedled source or brachytherapy source shall foliow the radiation safety
and handling instruclions supplied by the manutaoturer.

Adisenses in possession of a sealed sourge shaff:

() Tast 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 hefore transfer to the licensee; and

(1) Tast the sourcs for leakage at intarvals riot to exceed é months orat other inlervals approved by
the Division, the U.S. Nuclear Regulatory Commission, or an Agreemani State in the sealed
source and devine registry,

If the leak tost reveals the presence of 185 By {0.005 pCi) or more of removable contamination, the
licensee shall:
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{a) m mediately withdraw the sealed source from use and smre, d:spase or cause ittobe reaaired in
accordance with the requirements in Chapters 42606206 §

16 and

{b) File aérspeﬂ within i § days of the teai{ test in accordance wWith SEDD-0L07-443 ‘
§7-113

A licensee need not perform a leak test on the following sources:
{a) Sources containing only radicactive material with a halidife of less than 30 days;
{b) Sourees containing only radicactive matedial as a gas;

e} Sources containing 3.7 MBqg {100 uCi) or less of befa or gamma-emilting material or 0.37 MBq
{10 pCi) or fess of alpha-emitling material;

{d) Sends of iridium-192 encased In nylon ribbon; and

(e) Sources stored and not being used. However, the licensee shall test each such source for
lenkage before any use or transfer unless it has been leak tésted within & months beforé the date
of yse &1 fansfer.

A licenses i possession of sealed sources or brachytherapy sources, except for gamma slerectactic
radivsurgery sources, shalt conduct a semi-annual physi | invenisry of-all such scurces The lcensde
shall ratain each inventory record in accordance with 3 58443 Fule 04002007 - 111

Authority: T.C.A. §§88-202-101 et seq., 68-202-201 &t seq. and 4-5-201 &t seq.

43 Labsling af Vials and Syringes.

‘Each syringe and vial that conteins unsealed radicactive materdal must be Tabelad to identify thé radicactive 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 &l seq, and 4-5-201 st sey.

)

@)
)

{8}

34 Surveys of Amblent Radiation Dose Rate and Contamination.

Except as provided In paradraph (2) of this rule, a licenses stiall survey with a radiatioh detection survey
Instisment at the end of each day of use all ardas where radivactive drugs were prepated fof use or
admnistared.

A licensee shall survey with a radiation detection survey instrument st least once each week all areas
whate radioactive drugs or radiogolive wastes are stored,

A licensee shall conduet the surveys réquired by paragraphs {1) and {2} of this mie S0 &8 to able 1o
measure dose rates a5 iow a5 1 microsisvert (0.1 milfirem) per hour.

A licensee shall esfablist dose rate action levels for the surveys required by paragraphg {1)-dénd (2)-of this
rdle-and shall requite that the individual performing the survey Immediately notity the Radlation Safety
Officer if a dose thte éxteads-an attioh ievet

A licensae shall survey for femovable contamination at the end of each day of use all areas where
genarators and bulk radioactive drugs are prepared for use or administérsd and each week whers
tadioactive materials are stored,

A licenses shall cohduct the surveys requited by paragraph. (8) of this wie sé as ta be able to dstest
contamination on 2ach wipe saniple of 33.3 becquerels (2000 dpmy).
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A licensee shall establish remiovable contaminafion aclion levels for the surveys required by paragraph
{8} of this rule and shall requirs that the individual performing the survey immediately notify the Radiation
Safety Officer if contaminalion excesds action fevals,

A licensee does not need to perform the surveys required by paragraph (1) of this iule in area(s) wherez
patients or human research subjects are confined when they camnot be released pursuant to 4 _

36 Rule 0400-20-07- 35,

Alicensoe shall retain a regord of esch strvey In aecordance with 2568

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

&

028,072,385 Release of Individuals Containing Radioactive Drugs or fmplants.

A licensee may authorize the release from ils conbral of any individual who has been administered
radioactive drugs or implants contalning radioactive material if the tolal effective dose equivalent to any
other individual from exposure fo the released individual Is not fikely to sxceed 5 millisieverts {0.5 rem).!

A ficenses shall provide the relsased individual, or the individual's parent or guardian, with instrustions,
inclizding written insfructions, on actions recnmmended to maintain dozes o other individuals as fow as i
reasonably achievable if the fotal effective dose eguivalent fo any other individual is tikely to exceed 1
m8v (0.1 rem). If the total effactive dose equivalent fo a nursing infant or child couid exceed 1 mSv (0.1
rem} assuming there wers no mtermptacﬁ of breast-feading, the instructions must also include:

{a) Guidance on the interruption or discontinuation of breastfeeding; and

) information on the potential consequences, If any, -of faillure to follow the guidance.

A licensee shaﬂ mamtam a record of ihe basis for authorlzing the. release of an individual in accordance

{t

A licensed providing mobile madical s-ewice shall!

{a} Oblain & fetter signed by e managemeni' of each ollent for which services are rendered that
perrvits the usa of radivactive malerfal at the client's address and clearly delineates the authority
and rasponsibility of the licensee and the client;

b Chéck instruments used to- measure the activity of unsealed radioactive - materiai for proper
function before medical Use at each client's address or on each day of use, whichever is more
fretjuent. At a minimum, the chedk for proper fanclion shall include & constancy check;

{c Check survey instruments for proper operation with a dedicated check source before use at each
olient's addrass; ahd

{d) Befare ieaving a silents address, survey all areas of use, to ensure compliance with Chapter

! The currem raviston of NUREGA58, Vol 8, "Consvlidelad Guidancs abeoi Materals Licenses: Prograrm-Specific Suidance aout

Moioal Litefuos® dustribes inethods for caluwating doses to ofier individieals and contains tables of activiligs not likely 16 Sause dosus
axceeting 5 rmSv {08 rmm),
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{2} A mobile medical service may not have radioactive material delivered from the manufacturer or the
distributor fo the client unless the client has a license allowing posseasian of the radivactive material,
Radloactive matenai defivered 1o the client must be received and handled Tn conformance wilh the client's
ficense.

3 A liensee providing moblle medical services shall retain the letter requited In subparagraph (1)(2) of this
e and ihe recerd Gf each suwe required ]

varagraph (1)(d) of this rule tn accordance with 4240-
=83 respectively.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 st seq. and 4-5-201 et seq.
' {37 DALG-F0-0Y- 37 Decay-in-Storage.

{1} A licenses may hold radioactive malerial with a physical haiflife 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 bsfore. disposal and determines that its Radioactivity
cannot be distingulshed from the background radiation level with an appropriate calibrated
rediation detection survey meter set on its most sensitive scale and with no interpased shielding;

(b} Ramoves or pbliterates all radiation labels, except for radiation fabels on maierials that are within
containers and that will be managed as biomedical waste after they have been released from the
ficenses; and

N A imengee s%‘saﬂ reiain ! mcerd of each disposal permitted under paragraph {1} of this rule in ascordance
with 435008, e B400-20-97- ~ 54,

Authority: T.CA. _§§63:«‘202~1‘§‘1 et seq., 68-202-201 ef seq. and 4-5-2071 ot seq.

Fag B LU N 0400200748 Use of Unsealed Radloadtive Material for Uptake, Dilition, and Exoretion Studies
far Which al rilten Directive ts Not Required,

{1} Ex ept for qu:ﬁd{aﬁ that reguire a written directive under Bula-44

i 724 a licensed may tse any unsedled radicactive mdterial, ,pre;}arad for medic:al 'use for
upiaks :Sziunan or exeretion that is:

(@  Obtained frony

1. A manufauturer of preparer licansed {ndar 4341 L
2O A3 of equivalent U8 Nuclgar Regulata i} Cemm
requimmams of

2. A ?ﬁ‘%‘ radman!we drﬁg producer Hicensed under Rule- 1200023044
&5 B4 17 or eguivalent Agresment State naqmramentsi or

{b) Ex¢luding production of PET radionuclides, preparad by:

1. Arnguthorized nuelesdr pharmacist;

A physictan wﬁo 15 an aumerimé user and Wwh feels the requir‘ ments speciﬁﬂd in Ruie

A An individual under the supenfisami ag specified In Rule 43 A8 [Fec ]
of the authorized nucloar phatmagist in part 1 of this subpa;agra;ﬁ‘: of itse ;zhysie:an who
is an authorized user in part 2 of is subparagraph; or

() Obtairied from and prepated by an Agresnant State or UL, Nuglear Regulatory Cuarmmission
flcensee for use in research in accordance with a radicastive drug résearch eammﬂtaaap;:xwﬁ
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protooel or an inviestigational new drug (IND) protocol accepted Uy Food and Drug Administration
{FOA); or

Prepared by the licenses in accordance with a Radivactive Drug Research Comimittes approved
application or an Investigational New Drug (IND) prolocol accepted by Food and Drig
Administration (FDA) foruse n résearch.

Authority: T.C.A. §§88-202-101 et seq,, 68-202-201 et seq. and 4-6-201 6t seq,

Except as provided in &

unsesled radicactive material for the uses autherz::eﬁ ander TR

physiclan who:
{a})

(b}

©

is certified by a medical specialty board whose certification process has been résdgnized. by ihe.
Divigion, thie U.8. Nuclear Regulatory Gommgssion of an Agreament State and who moets the
requiraments of part £1(c)2 of this ads ol To be racognized, a speclaily board shall
requlre a candidate for eeﬁ;ﬁeat:on o

1 Have completed 80 hours of training and experience in_ basic radiohuclide handling
techniques ‘and radiation safety applicable to the matlical use. of unsealed radivactive
material for uptake, dilution, and excretion studlas as described in subparts (1)(cy1{i) and
{ii) of this rule; and

2. Pass an examination, administered by diplomates of the spectalty board, which assesses

knowledge and compatence in radiation safety, radionuclide handiing, and quality controf;
or

is an authtmzed user under

1 Has corapleted 80 houts of training and experisnce, including a minimum of £ houy
of claséroom and fabaratory training, in basic radicnuclide handling techiniquas gpplicable
to the medical use of unsealed radicactive material for uptake, dilution, and éxcretion
studies. The fraining and experience must include:

W Classroom and labpratoty taining In the faifowinﬁ areas:
{n Radiation physigs and Instromentation;
{iiy  Radiation protection; 4
(iy  Mathematics pertaining to the use and measursment af'rééiﬁacﬁsi‘i_ty;

(V)  Cheraistry of radicactive material for medical use; and

() Radiation bioi_cgy; and

i}

eqawaiea& ij 5. ﬁuciear Reguia!ory Cummissiaﬂ o dgreement Staia
requirements, involving:

i Ordering; recelving, and unpacking radioactive materials safely and
performing the related radiation surveys,
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{in Parforming qualily control procedures on instruments used to determine
the activity of dosages and perfnrmlr:g checks Tor proper operation of
susvey meters

{n Calcuiaimg, measwing, and safely preparing patient or human research
subject dosages;

IV} Using administrative controls 10 prevent a misadministration involving the
use of unsealed radgioactive material;

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

{Vi}  Administering dosages of radioatlive drugs to palients or human
research subjects; and

2. Has oblained written attestation, sighed by a preceptor authorized user who meets ihe
requirements in Rule 1200 AG000.0 m o IR
43 Ryl

State or U.5. ume}ar'Regutatary Commission req;;ireméﬁ; that the Individual has
satisfactorily completed the requirements in parts {1){a)1 of [1){c)1 of this rule and has

achieved a leve! of competency sufficient io fy tiﬁi’! indapeﬁdenﬁy as an auihorizeﬁ user
for the medical usés authorized tnder Rule 38800087 PO

1 - ’ ft

{H A licenses may use, for imaging and. localization studiss, any radioactive material pr&pamd for medical
usa, in quaniit:es haf da not require a written difectivé as desdribed i 120002022 +(2) gf

(&) Obtalned from:

1. A manufaciumr or prepster licensed tnder 8 y {10) of Rulp
J00-20-10-.13 or equivalent fegulations of another Agreement Stale or U.S. Nuclear

Bguiamfy {)ammtssios} regliremehis; or

A PE‘E' radiaacﬁfve {img gmducer immsed under Foui

{b)

{&y Obtalned from and prepared by an Agresment State oF U.8. Nuclear Regulatory Commission
licensee for use In research In accordancs with 4 radioactive drug research commities-apfiroved
protocol or an investigational new drug {IND) protocol accepted by Foad and Drug Admmisiyatsgn
{FDAS or

iy Preparéd by the licenses for use kv research in accordance with a radioactive drug research
commitfes-approved application or an investigational new dritg (IND) protocol accepted by Faod
and Drug Administration (FDA}

Authority: T.C.A, §568-202-101 ef seq., 68202201 ot seq. and 4-5-201 &t 884,
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741 Radionuciide Contaminants.
Adicensee shali not administer to humans a radiopharmaceutical that contains:

= More than 0.15 kilobecquerel of molybdenum-89 per megabscquerel of technstium-88m (015
HCH of Mo-99 per mCi of Te-B9m); or

& More than 0.02 kilobecquere! of stiontium-82 par megabetqguers! of rubldium-82 chiloride: injection
{0.02 uGi of 5r-82 par mCi of Rb-82 chioride), or more than 0.2 kileheequers! of stronfium-85 per
magabacqguers! of ubidium-82 chioride injection (0.2 nCi of $r-85 per mC} of Rb-82).

To demonstiate compliance with paragraph (1) of this rule, a licensee preparing radivactive drugs from
radionuclide generators shall:

{a) Measure e concentration of radionuclide contaminant i the first sluate affér recaipt of 8
fnolybdenum-S9iechnetiuimn-99m generator; and

By Measurs the concentration of radionuclide contaminant in sach shiate or extract, as appropriate
for other generator systems.,

A licensee Who raust measure md;onucliés mntaminani cn’nceniratm shall retain a fecord of sach
measyrément in accordance with 4200530708 Fyk : .

A licensee shall report immediately lo the Division esach ocourrence of radionuchide Contaminent
soncentration exceeding the limils specified In paragraphi (1) of this rule.

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

&)

Except as provided in $3000% 4 : %
unssaled radioactive mstenai fm‘ the uses. authrmzed unde AOAE0
physician who!

{a) 15 geitifiad by 4 medical specidlly board whose certification process has been recognized by the

' Division, the U.S. Nuclear Regulatory Commission or an Agreemient Slate end who maets the
requiternents in part (6)2 of this paragraph. To be recognized, & specially board shall reguire sl
candidates for certification to

1. t;:empie&e 700 hours of fraining and experiense in basic radionuclide handiing techniques
and radistion safely spplicable 1 the medical usé of unseaied radivactive wiaterial for
imaging-and localization studies as d&scrihﬁd int subpaits (cy1(i) and {i) of this paragraph;
and

2 Pass an examination, administered by diplomates of thie specialty board, whith assesses
khowledge and competence in radiation safety, radionuclide handfing, and quality control;
of

m 13 an authorized user under 4 : 2007 47 and moets the rbgtiirements in
item (YH{iVID of this paragraph or equwa!eni Agreemani State of U.8. Nuclear Regulatory
Commission requirsmeants; or

&) 1. Has c@mpfeted 700 hours of training and experience, including a minimura of 80 hours of
classrootn and laboratory training, in basic radinuclide handling techniques appﬂcable to
fhe medical use of unsealed radivactive matenai for imaging and localization studies. The
iralning and experlenoe must inglude, ata rinirmam:
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Vi) Elofing generatar systems appropriate for preparation of ragioactive

Classroorand laboratery training in the following arsas:

{y Radiation physics.and instrumentation;

{  Radiation protection;

Iy Mattiematics pertaining to the usé and measyréimerit of radicactivity,
(V) Chemistry of radioactive material fof fedical use;

(V) Ragdiation biology; and
Wik experierice, under the supe
fequirements in. this fule, Rule

this subpait and Rulg - raiivalent Agreement
State or U.S. Nuglear Reguiatory amm;ssmn" g .rements Involving:

ion o‘F an authdﬁzed uger, who mests the
ok 26, oritem (M) of

{ly Ordarmg, receiving, and unpacking radioactive materials safely and
pérforming the related radiation. surveys;

iun Perfortving quality cofitrol procedires on instriments: used to déteriine.
the activity of dosages and performing. checks for proper operation of
survey metérs;

(]I .-Calcuiatmg measurmg Hrd safeiy preparing patient or human reseaich
subject dosages;

(V) Using administraijve cofitrols to prevenit a misadministration involving the

use of unsedled radioactive material;

Wl Using procedures to safely contain spillad raduoactwé material and using
' propear decontariination procedires;

Viy ,Aﬁmzmstenng dosages of radicactive drugs ta patients or human
’ resgarch subjecls; and.

drugs: for imaging and localization studies, msasuring and ]
eluate for rad‘ionudndzc purily, and. pmcessmg the efuaie thh reagent kits

Has _cfbtained written attestation,

"ntsgm tr_us‘ rule Rule. :

a wrtiien dlrecﬁ\;e is. reqwred that has been

{a)  Obiained from:

§8-7039: (Jduly 2010)
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; or equiva‘ient Agreemn Staie crti S Nuc(&ar Reguiafory
f;emm;ssior; requaremems or

(b}  Excluding prodactabﬁ of PET radionuclides prepared by an authorized nuclear phafmacist, 2
physiciara wﬁo s an auihnﬁz&d user and whits meets ihe raqu?remants s;ﬁecsfied in Ra!e HH i

{) Obtained from and prepared by an Agreement State or 1.8, Nuclear Regulatory Cormigsion
licansee for use In research in accordance with an Investigational pew drug (IND) protacol
accepted by Food and Drug Administration (FDA) for use In tesearch; or

{d) Prepared by the licensee for use in ressarch In accordance with an investigational new drug
{IND} protocol accepied by Food and Drug Administration {(FDAL

Authority: T.C.A. §§68-202-101 el sety,, B8-202-201 et seq. and 4-8-201 et sey,
(785 T800-20.07 - 48 Safety Instructions.

m in addition to the requirements of 3280420

{a) A licensée shall pravide radiation safety instruction, Initially and at least annually, to personnel
varing for patients or human research.subjects fhat. haVe recewed iharapy with a radicactive drug,
and gannot be released under 5 Ble o4 0738 The instruction must be
appropriats to the personhel's assig

du oS anci include- ihe ﬁaﬂcwtng
1. Patient or human ressarch subject control; and

2. Visitor controt io include the following;

i Rautina wsifahon to hospitalized individuals in aceordance with Chapter SH0-85

- Contamination control,
{ih Waste conirol, and
{1 Notification of the radialion safely officer, or their designes, and the authorized

user if the patient or the human research subject has a medisai emergency or
dias.

{b) A licensee shall retain g record of individuals receiving instruc:tm in accordance with
8 Rule &%ﬁé S0-07-85.

Authority: T.OA, §§68-262~“§9‘I el-geq,, 68-202-201 el seq. and 4-5-201 et sey,

(1 ,
cumgzirance w;th 431
{8} Giuarter the patient or the human research subject efther in:
1. A private room with a private sanitary facility; or
BE-7039-{July 2010} 35 RDA 1693
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{d}

2. A room, with a private sanitary facility, with another Individual who also has receeved

radwpharmaceuhcai therapy and who also camnot be released under 120565
. g i

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

Note on the door or in the patient's or human research subjiect's chart where and how lang
visitors may stay In the patien?s or the human, resgzrch subject’s room; and

Either monitor material and items removed from the patlent’s or the human research subject’s
room to determine that their radivactivity cannot be distinguished from the natural background
radlation ievel with a radiafion detection survey instrument set on its most sensitive scale and with
no interposed shislding, or handle the materat and itemns as radivactive waste.

The Radiation Safety Officer, or his or hier designee, and the authorized user shall be notified immediately
if the hospltalized patient or human research subject dies or has-a medical emergency.

Authority: T.C.A §§8&-2€32-1B‘i et seq., 68-202-201 ot seq. and 4-5-201 el seq.

1) Except as provided in 120EG-07. 78 9A00-20:07:. 38, o

unsealed radioactive materia for the uses authnmad undsr

physisian who:

{a) Is vertified by a medical specially board whese cerfification provess has been recognized by the
Division, the U.S. Nuclear Regulatory Commission an Agreement State and who meets the
requirements in ftem (1{)HINVI) and part (1){b)2 of this rule. {Specially boards whose
cartification processes have been recognized by the U.8. Nuclear Regulatory Gommission or an
Agreernent State will be posted on the U.S. Nuclear Regulatory Compmission's Web page.} To be
recagnized, a spearaﬁy hoard shall requi{e a candidate-for certification to:

1. Successfully complete a residency training in a radiation therapy or nuclear medicine
training prograrm or a program in a related medical speciatly that includss 700 hours of
training and experience as desoribed in subpart (b)1{) through item YY) of this.
paragraph, Eligible training programs must be approvad by the Residency Review
Commities of the Accreditation Council for Graduate Medical Education or Royal College
of Physiclans and Surgeons of Canada or the Committes on Postgraduate Training of the
American Osteopathic Associativn and

2. Pass an examiniation, atministered by diplomates of the specially board, which tests
knowledge and compatence In radialion safety, radionuclide handling, qua%:ty assurancs,
and clinical use of unsealed by-product material; or

{b} 1. Have completed 700 hours of tiaihing and experlence, including a minimum of 200 howrs

of classroom and laboratory training, in basic radionutfide handling technijues applicable
fo the madical Use of unsealed radivactive material raquiring a wiitten directive. The
training and experience must include: .
{3 Classroom and laboratary training in the following ardas

{1} Radiation physics and instrumentation;

{in Radiafion protection;

(Hj  Mathematics pertaining fo the Use ahd reasureiniant of radioadtivity;

(] Chemtstry of radigactive riateridl for medical use, and
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V) Radiation bislogy: and

oy Waork experience, under the supervision of an auihfmzed user who meets the
reguirements of {his rule, Rule 1200808228 (4 ar efulvatent
U.S. Nuclear Regulatory Commission or Agme State efuirements. A
supervising authorized uger, who meets the requiraments in this Subparagraph,
must also have experlence in administering dosages n the same dosage
category or calegories (l.e., item (V1) of this subpart) as the individual regiesting
authorized user status. The work experience mustirivolve:

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

i) Performing quality. control procedures o instiumants used to dateiine
the activily of dosages and perforining shecks for propar operation of
survey meters;

()  Caleulating, measuring, and safely praparing pafient or hurnan tesearch
subject dosages;

vy  Using administrative controls o prevent & misadministeation involving the
use of unsealed radivactive material;

v Using procedures to-contain spllled radicactive materlal safely and using
proper decontamination procedures; and

(Vi) Administering dosages of radioactive drugs fo patients or human
research subjects involving, a minimun of s 3 cases ln éach of the
following categories for which the Individual is requestmg authorized uger
siatus: ]

i Oral administration of less than or etual to 1.22 gigabecquersls
(33 milleuries) of sodium lodide 11131, for which & wiltten
dirsctive Is requiied;

.. Oral administration of greater than 1.22 gigabsoguerels (33
. millicuries) of sodium iodide 1431, Experience with at Isast three
cases in this also satisfies the fequitement.in subiterm | of this

ey ,

IH. Parenteral administration of any beta emii!er or a photoy-
emitting radienuclide with a photon ehergy less than 150 keV, for
which a written directive Is required; andfor

IV, Parenteral administration of any other radionuclide for which a
wiitten directive is required; and

Have oblained writien altestation that the individual has satisfactorlly completed the
requirements in part (a)1 and em (BYI{{VD of this paragraph or part 1 of this
subparagraph and has achieved a level of compelency sufficient to function

:kxde&eﬁc!aniiy as an authwzzed user for the medical uses suthorizéd under Rule A6

4 The written attestation must be signed by a preceptor
sels the requirements in this rule, Ruly
or equwaleni UL, Nuglear Regulatory Commission or Agreeﬁient S’tafe

requirernents. The preceplor authorized user, who mests the requirements in fhis

subparagraph, must have experience in adminisfering dosages in the same dosags
category or categories (ie., item 1(ij(V1) of this subparagraph) as the individual
requesting authorized user status,
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Auiharity: T.CA §§58-202-101 et s6q., 68-202-201 et seq. and 4-5-207 et seq,

20000748 D400-2007- 48 Training for the Oral Administration of Sodium lodine 1~131 Requiring, & Witten
Dfrealiva in Quaﬁhtzes Less Than or Equal to 1,22 Gigabecquersls (33 Millicuiries).

{1} Except as provided in 44 G200 28 a8 licensee shall require an aithorized user
for the oral admxmstfatien uf sadzum k}dide Mai requiring a writtery directive in guantities Jess than or
aqual to 1.22 gigabscyuerels (33 millicuries), to be a physician who:

{a) & corlified by a medical speciaity board whose cartification process inchides all of the
réqmremems in subparagraph (e} 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 Agtesment State will be
posted on the U:S. Nuslear Regulatory Commission's Web page); or

B is an auiheﬁzed user under 43
sybitern (BRI or 1 of #
equsvatent Agreement State or U8, Nur:!

{e) 1. Has successfully complsted 80 hcurs of classroom and laboratory training, applicable to
the medical use of sodium lodide 131 for procedures requiring a written ditective. The
training must clude:

(i) Radiation physics and instrumentation;
()  Radiation protection;
(i) Mathematics portaining to the usa and measurement of radioactivity;
i Chemistry of radioactive material for medical use; and
{v} Radiation biclogy; and
2. Has work experlence, under the supervision
E26

raqu:remenis iﬂ Ruiek
BIG- &éﬁ 007 %?

3, of squivalent
ants, A supew:smg

wsfk axperience must mveive

o Ordering, recaiving, and ynpacking radioactive malerials safely and performing
the refated radiation surveys;

{ily  Performing quality control procedures on instruments used to detarmine the
activity of dosages and performing checks for proper operation of survey melers;

(i)  Calculating, maasuring, and safely preparing palient or human research subject
dosages;

{(iv).  Using administrative controls to prevent a misadministration inveluing the use of
' radicuctive material; ,

v} Using procadures to contain spilfed radivactive material safely and using proper
' dacontamination procedures; and
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{vi) Administering dosages ta patients or human research subjects, that includes at
least 3 cases involving the oral admmlstratadn of less than or squal to 1.22
gigabecquersis (33 millicuries) of sodium iodide +-131; and

3 Has obtained wntteu attestation that the individual has salistactorlly tompleted the
reguiraments in parts 1 and 2 of this subparagraph and has achieved a level of
sompetercy sufficient to function mdependeﬂiiy as an authorized user for medacal uses
authorixed under Ruie 1 ‘ {i'

%@M@M ‘ ?3‘? or equwaienf Agreeme _
Regulatary Cemmiss:on requirements A preceptor auiher;zed user who meets the
2640 ' . é 2007 47,

(:20-07-AY Tralring for the Oral Administration of Sodium lodine 1-137 Reqmrang a wriltert

) in QL anﬂties Greater than 1.22 Gigabscquerels (33 Milliourries).

§))] Except as provided in 42000 D28 : =28, a licensee shall require: an authorized user
for the oral administration -of sndium mdide =181 raqmrmg & written directive in quantities greater than
1.22 gigabecquerels {33 milliouries), to be a physician who:

{a) is cerifled by a medicai specialty board whose certification process includes all of tie
requiremnents in parts (c}1 and 2 of this paragreph and whose certification- has been recagnized
by the Division, the U.8, Nuclear Regulatory Commilasion or an Agreement State, and who meels
the requirements in part (1){6)3 of this rule (The names of board certifications which have been
recognized by the U.8. Nuclear Regulatary Commission or an Agreement State will be posted on
the .S, Nuclear Regulatery Commission's Welbs page); or

i(by s an authorized user under 300020747 R{ga %&ﬁﬁwﬁw?x 4‘2’ for uses. listed in 4360
42 gubliem (TYIVI of Bule 04002007
Nuclear Regulatory Commission requ:rements or

{e} 1. Has successfully completed 80 hours of classroom and laboratory training; applizable to.

the medical use of sediurn iodide 1<131 for procedures requiring a written direstive. The.

training must Inslude:

) Radiation physics anid instrumentation:

{ify Radiation protection;

(i Mathematics pertaining to the use and measurefment of radioactivily;

(v}  Chelistry of radioattive material for medical use; and

) Radlation biclogy; and

2

'madmimstermg 'd ages as speciﬁed in ?*.-' . ﬁ)(b)wl){\“)“ ﬁ,
Qg 7~ 47, The work experience:must invalve:

{H Ordering, réceiving, and unpacking radicactive materiats safely and performing
the related radigtion surveys;
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i Parforming quality confrol procedurss on Wstruments used: to determine the
activity of dosages and performing chiecks for proper operation of survay melers;

i Caleulating, measuring, and safely preparing patisnt or human research subject
dosages;

(v}  Using administrative controls to pravent & misadministration involving the use of
radiogctive material;

v} Using procedures to contalin spilled radioactive material safely and using proper
decontamination proceduras; and

(viy  Administering dosages o palients or human rasearch subjects, that includes at
least 3 cases involving the oral administration of gremter than 1.22
gigabecquerels {33 miliicuries) of sodium iodide +131; and

3 Has oblained wiillen atiestation that the individual has salisfactorily completed the
requirements in paris 1 and 2 of this subparagraph and has achieved a level of
competency sufficieni 2:3 funcﬁw andependenﬁy as an authorized user for medical uses

precepior auihcnzed yser, who meeis the requtrameafs in Rule #2 44
subvaragragh (1)(b) of Rule 0400-20-07-47, must have experience in admsmstermg
dosages a8 sp@cified in Rule-1200-02-00--47 gubitem (1)(b1EVINI of Ruls €

AL

Authority: T.L.A, §§68-202-101 et saq., 68-202:201 et seq. atid 4-6-201 et seq,

h
23] Is: an authorized user under Rule 4
1 (1HDY{RVINI oF 4
equiva ant Agreement State or U8 N
(b} 1s an authbrized user under Rulé $20000-42.50 5100 i OF S4db-ledis
+8, of equivalent Agreement Stale or U,S ﬁu{:&ear Raguiatcry 'Commissmn reguirg
who meals the reglirements in subpatagraph (d) of this paragraph; or
() is cartiffed by a miedical specially boaid whose certification process has beerny remsgnizeﬁ by the
U.8. Nuclear Regulato Gmmmissian or ar: ﬁgreement State under Ruze :
-89 or 4 i 80
{d} of {dy of ihis paragraph.

{d} 1. Has siicesssiully ﬁomgsleted 80 hours of classroom ard 1ahofatory training, applicable tcs
parenteral admiistiations, for which.a written directive s required, of'any beta emitter of
any photon-emitting rédionuclide with a photon energy less than 150 keV, andfor
parenteral adminisitation of any ather radionuclide for which a writien directive I8
requirgd. The fraining must inchide:

i) Radiafion physics and instrumentation,
{ify Radiation protection;
S57030 (uy2010) 0 RDA 1693
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{il}  Mathematics pertaining to the use and measurement of radioactivity;
{ivy  Chemistty of radioactive material for medical use; and

{v)  Radiation biology; and

2. Has work experience, under iha supemsion of an authorized ussr who meets the
mq&iremems nthle +3 : 78 G &5 0 A7 or
: s, of eqmvaiani Agreemeﬂt State or U8, Nm:léaf latary

Gomr ss, 33 requ emenis in the parenteral adiministration, for which s written direciive is
fequited, of any beta emitter or any photon-emitting radionuclide with a photon energy
168s than 150 keV, and/or parenteral administration of any other radionyclide for which a
written directive is raquired. A supervising autharized user who meets the requirements i
Rutle 44 i&éﬁ@iﬁ%ﬂﬁ must have experisnce in administering. dasages a3
specified in- D47 gabliems (B andior IV of Badle § i

AT, The work experience must irvolye:

(i Ordaring, recezving, and unpacking radicactive materials safely, and performing
the refated radiation surveys;

i) Performing quality control procedures on instruments used to determing the
' activity of dosages, and performing checks for proper operation of sufvey meters;

iy  Calculating, measuring, and safely preparing patient or human tesearch subject
dosages,

vy Using administrative controls to pravent a misadministration involving the use of
unsealed radivactive material;

) Using procadures to contain spilled redioactive material safely, and using proper
decotitamination pracedures; and

) Admmistermg dosages to patients or human research subjents, that include at

‘ Toast twes 3 cases involving the parenteral administration, for which 2 written
direclive is raquired, of any beta emilter or any- photon- emilting radionuclide with
a2 photon snergy less than 160 keV andfor at least these 3 cases involving the
parentaral administration of any other radionuclide, fﬁrwh:ch & wiltien directive is
required; and

3. Has obtained written aftestation that the individual has satisfactodly completed the
requirements in subparagraphs (b} or-{¢) of this paragraph, and has achieved a level of
competency sufficlent to function independently as-an authorized user for the parenteral
ddministration of unsealed radivactive material requiring a wrilten ﬂ:rgchva The written
aite‘statian izod user ots i =
Ruia & iy { L AVLIT, A
His & or equivaisnt Agreamexﬁ Staie or U 8. ﬂuciaar Ragulatnry Gammisswn

5. A preceplor authorizet user, who meets the requirements in Rule 4

must have experience in aémmisiering desages as spacsf ied i

: A THEYHNNE andfor 1V of Bule D4

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

1g0-07- 81 Use of Sealed Sources for Manua! Brachytherapy.

{1 A licenses shall uge only brachytherapy sources for therapeutit medical uses:

{a)  Asapproved in the Sealed Source and Device Registy; or
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by in research In accordance with an active investigational device exemption {IDE) app matmﬂ
af;cepted by %he Faod andd Drig Administration (FDA) pmvided the requirements of 4300034,
722 are mel,

Authorily: T.CA. §§_68«2€3240‘3 -t seq., 68-202-201 of seq, and 4-5-201 et seq.

=52 Surveys after Source Implants and Removal.

{1 Immediately after implanting sources In a patient or a humman reseéarch subject, a ficenses shall make #
survey fo locate and account for all sources that have not been.implanted.

{2} Immediately after removing the tast femporary implant source from a patient o a human research subject,
5 licenisee shall make & survey of the patient or the human resesrch subject with & radiation delection
survey instrument to confirm et all sources have been refnoved.

{3} A licenisee shall retain a record of the surveys in accorzi‘ahéé with 3268

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

63 (1400200783 Brachylherapy Souree Accountabifity.
{1y Alicensae shall aintain accourtability at all times for all brachylhverapy sources in storage or use,

2 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.

3 icensee shall maintain a record of the brachytherapy source acosuntability in-accordance with 4260,

§ Ruig 0400-20-07-58
Authority: T.C.A §§88-202-101 et seq., 68-202-201 et seq. and 4-5-201 et saq.

N Yoy adidition to the requirements of 32

(@) A licenses shall provide radiation safely Emimctwm initially and at least annually, to personnal
' caring for patients ar human research sub;gctﬁ who are fecemng brachytherapy and aanrret be

duties of the pernnei and inclide the:

1. Size and appearance of the brachyttierapy scurces;
2. Bafe handiing and shislding instroctions;
3. Patient or human research subjiact control;
4, Visitor eonifai, including both:
(i)

Reuﬁna visataﬂcn of haspﬂai:zed individuals t accordance with 428
gt graph (1)(2) of ﬁwg&i}w.f‘ané

{in Visitation authotized in accordance with 120002 aragtaph (2) of Rule
§400-20.08-84; and ‘
5 Notification of the radiation safety officer, or his or her designies, and an authorized user
if the patient or the human research subject has a madical efmergency or dies.

B A Hcensee shaii reiam 8 racord of Individuals recelving Whstruction in accordance with 42000847
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Authority: T.C.A §§68-202-101 et seq,, 68-202-201 &t saq. and 4-5-201 et seq.

8

2

3

{(a) Not quarter the patient or the htiman résearch subject in the same room as an individoal who is
fiot receiving brachytherapy,

(b} Visibly post the patient’s or human research subjecl’s room with a “Caution- Radioactive
Materials® sign; and’

©) Note ‘an the. door or in the pafient's or human research subject’s chart where and how long:
visitors rriay. stay in the patient's or human research subject's room.

A ficensee shall have emergency response equipment available near each kreatment rooin to respond io
a source:

@ Dislodged from the patient; and
{h Lodged within the patient following removal of the source applicators.

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

Authority: T.CA §§68~202 401 ot s64., 68202-201 ot geq. and 4-5-201 et seq,

2

(3

(4)

- B8 Calibration Measurements of Brachytherapy Sources.

Befer{z ghe first mediaai ise of & brachytharapy sealed sourca on of after iba.
@&

(b} Dalermined souree positioning acouracy within applicators; and

{t) Used published protocols curtently accepted by nationally recognized bodles fo maet the
requiremants of subparagraphs (a) and (b} of this paragraph.

Instead of a lioensea making its own measurements as required in paragraph {1} of this rilg, the licenses
fway wse measurements provided by fhe source manufacturer or by a calibration. taboratory aceredited by
the Amarican Assoclation of Physicists in Medicine that are made In acsordance with paragraph (1) of this
rule,

A licensee shall mathematically correct tha outpuls or aclivities determined in pairagraph (1) of this rule for
physical decay at intervals consistent with 4 percent physical decay.

A licengee shall retain a record of each calibration in accordance with 4200-02.45

Authority: T.C.A. §568-202-101 ot seq, B8-202-201 et seq. and 4-5-201 el sey.

{37+, 57 Deocay of Strantium-80 Sources for Ophthalmic Treatments.

¢y Only an authorized medical physamst shall caleulate the activily of each strontiuri-80 solirce that is used
to determine the freatment times for oph!hakmif: treatmanfs The decay must be based on the aclivity
determined under 420020756 Ry -‘: 56 ,
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@)

&)

A iicensee shait retain a fecord of the activity of each strontiur-80 source in dccurdance with $280-82.07-

The ficensee shall perform or shall Vartfy and maintain documentation of acceptance testing on the
treatment planning system of therapy-related computer systems In accordance with published protacols
acoepted by natienally recagnized bodies, Al a minimum, the agceptance testing must include, as
applioable, verileation of;

{ay The source-specific input parameters required by the dasé*sqicula'tion algorithm;

{by The accuracy of dose, dwell time, and treatment fime caloulations &t representative polnts;

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

{d) The accurasy of the software used fo dezermme sealad source positions from radicgraphic
images.

Authority: T.C.A. §§68-202-101 ot seq,, 68202201 et seq. and 4-5-201 el seq.

{1)  Exceptas provided in Rule $200-02-07-.28 0400.20.07 - X
a manual brachytherapy source for lhe uses auihonzed under _ .51 to b&
a physician who:
(=) Is cerdified by a medical specialty board Whose certification process has been recoghized by the
Divigion, the U8, Nuclear Regulatory Commission, or an Agrésment State, and who mests the
requirements-in part (b)3 of this paragraph. {The names of board cemﬁcaims which have been
recognized by ihe 1.8, Nuclear Regulatory Commission or an Agresment State will be posted on
the U.8. Nuclear Regulatory Commission's Web page.) To be recognized, a. spsciaiiy baard shall
require all candidates for cerfification o
% Successhully complete a minimum of 3 vears of residency fraining in a radiation sniclogy
program approved by the Residency Review Commiltee of the Accreditation Gouncit for
Graduale Medical Educafion or Royal Collage of Physiclans and Surgeons of Canada or
the Committoe on Postgraduate Training of the American Osteopathic Assoclation; and

2. Pass an examination, administerad by diplomates of the speclally board, which tests
knowledge and competence in radiation safely, radionuclide hendling, treatment
planning, quality assurance, and clinlcal use of manual brachytherapy, or

{by 1. Has completed a structured educational program In basic radionuclide handling

techniyues applicable to the use of manual brachytherapy sources that includes:
] 200 hours of classroom and lahoratory training in the following areas:
{1 Ruadiation physics and instrumentation;
i Radiation protection;
) Mathematics pertaining to the usé and measuremant of radloactivity; and
{V}  Radiation biology; and
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{ii) 500 hours of work experisrice, undér the sumfvmion of an authnrized user who
moéets the requirements in this ruls, Rule 4 2, 7e,
equivalent Agreemesnt Stale of US. Nucieaf Regu!atﬁry Commission
requirements al a medical institution, involving:

i} Ordering, reosiving, and unpacking radivactive maiersa!s safely and
paritrming the related radiation surveys;

{1y Checking survey meters for proper operation;
{1} Praparing, implanting, and rémoving brachytherapy sources;
{V)  Maintaining running inventories-of matafial on hand,

{\ Using administrative tontrols fo prevent a misadministration involving the
use of radioactive material;

(Vi  Using emergency pracedures o controf radicactive matarial; and

Has completad wea 3 years of supervised clinical experience in radiation ‘omoingy
under an authorized user who meets the requirements In this rufe, Rule 33 z
0400-20-07- 28, or equivalent L1.8. Nuclear Regulatory Commission or Agreament '

ragquirements, as part 6f & formal training program approved by the Residency Review
Committes fof Radiation Oncology of the Accreditation Couricil for Graduate Medical
Education or the Royal College of Physicians.and Surgeons of Canada or the Comrillee

-on Postdottoral Training of the American Osteopathic Association. This experience may

be-obtained concurrently with the supervised work experience required by subpart 1(ii) of
this subparagraphy, abd :

Has obtained wiitten attestation, Stgned by & pracepior authorized user who meets the
feqllrersants In this rule, Rule 32 728 0400-20-07-28, or equivalent Agreement

SBtate or .S Nuclear Rﬂgulatcry Cammlsén requirements, that the individual has
safisfactorlly completed the requirements in part ()1, or parts (b}l and 2 of this

paragraph and has achieved a level of competency sufficient to function independently as

an authorized usar af manua hmciayiherapy sources for the: medca! uses authorized
781,

under Rule 42000240084 Dans2

Authority: T.CA, §§68-202-101 ot seq., 68-202-201 2t seq. and 4-5-201 et seq,

i 0780 Training for Qphtha!mm Use of Strontium-90.

{1 Excopl as provided in 4200020728 D-20-07
of Strobtium-00 for 0;3h1ha¥mic ﬁses auihﬁﬂzed nnder
physician who!

()

B 1

$8-7039 (July 2010}

Is an authonzad user umier

Has completed 24 hours of classrgom and Taboratory training applicable fo the medicat
yse of strontium-80 fur ophihalmeic radisthérapy. The training must inchude:

g0} Radiation physics and instrumentation;

(i  Radiation protsction;

()  Mathematics pertdining to the use and measurement of radioactivity; and

() Radiation biology; and
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2 Supervised clinical tralning in opfithalmic radiotherapy under the supervision of an
guthorized usér at a medical Institulion, clinic, or private practice that includes the use of
strontium-80 for the ophthalmic treatment of & § individuals, This supefvised clinical
fraining must involve:

{i) Examination of each individual to be freated;

(i) Calculationof the dosa to be administerad;

iy  Administration of the dose; and

{iv) Follow up and review of each individual's case history;and.
<) Has obtained written attestation, s:gned by a preceptor authﬁnz&d user who meéts the

raguirements in Rule 320682957 200728, 14 ey

this rule, or equivalent Agreement State or U Nustear Regu!aﬁ:ry Cormmiss _n

requirements, that the individual has satisfactorily complefed the requirements in

subparagraph (b) of this paragraph and bas achieved a level of competency sufficlent o
function independently as an authorized user of strontium-80 forophihalmic se.

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

0.07-.81 Use of Sealed Sourves for Diagnosis.

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

Amhemy T.CA §§63—2§2~?G1 et seq., 68-202-201 ot seq. and 4-5-201 ot seq.

(€3] Except ag prewdeci in 4300020 s 0400-20-07- 26
of a diagnostic sedled. seume fm‘ use tfi a dewce auﬁharizad nder 3201
to be a physician, dentist, or podiatist whie

{a} Is certified by a specially board whose cértification process includes all of the requifemenm in
' subparagraphs (b} and (¢} of this paragraph and whose tertification has been recognized by the
Division, the U.8 Nuclear Regulatory Commission, or an Agresrnent State (The names of board
carhﬁcaﬁens which have been rgcognized by the U.S. Nuslegr Regulatory Commission of an
Agreement State will be posted on the U.S. Nuclear Regifatory Commission's Web pags); or

{b} Has compileted eight § hours of classroom and laboratory training In basic radionuclide handling
techniques speoifically appircab e to the use-of the device. The training mist jnehide:

1. Radiation physics and instrumentation;

2 Radiation protestion;

3 Mathemafics pertaining fo the use.and measurement of radizactivity;
4. Radiation biology; and '

{©) Has completed traihing in the use of the device for the uses requesied.
Authority; T:C.A: §§68-202-101 et seq, 68-202-201 of seq, and 4-5-201 et seq.

che 55 (400-90.07-.63 Use of Sealed Source in Remote Afterloader Unit, Teletheraphy Unit, or Gamma
Sieraotacﬁc Radiosurgery Unit;
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M A licerisee shall use sealed sources in photon emitting remole afterloader urits, teletherapy units, or
gamma stefeotactic radivsurgery units for therapetitic medical uses;

{8) As approved in the sealed source and device registry; or

B DA00-2007
Aﬁﬁ loadar i}ﬁat '

{1 Before releasing a patient or a human research subject from licensee control, a licensee shall survey the
patisnt or the human resedrch subject and the remote afterfoader unit with a portable radiation detection
sutvey Instrument 1o confirm that the source(s) has been removed from the patient or human research
subject and returned o the safe shielded position.

{2y Adicenses shall retain a record of these surveys in accordance with 4200024287 Bule 0400200787

Auti‘arﬁriiy T.C.A. §5§68-202-101 et suq,, 65-202-201 of seq. and 4-5-201 of sey.

3786 installation, Maintenance, Adjustment, and Repair.

(1) Only a parson specifically licensed by the Division, the U.S. Nuclear Regulatory Comniigsion, or an
Adresment State shall nstell, maintain, adjust, or repair a remote afterloader unit; teietherapy unit; or
gamma stereotactic radiosurgery unlt that involves work on the source(s) shigiding, the source(s) diving
unit, or other elestronic or mechanical component that could expose the sourge(s), feduce the shielding
around the souree(s),.or compromise the radiation safety of the unit or the source(s).

{2 Except for low dose-rate remote afterloader units, only a person specifically licensad by the Division, the
U.8. Nuclear Regulatory Commission, or an Agresment State shall install, replace, relocate, or remove &
sealed source or source conlained in other remote afterloader unlts, teletherapy units, or gamma
sterectactic. radmsufgery units.

{3) Fora low duse-rafe remole afterloader unit, only a person specifically licensed by the Divislon, the U.5.
‘ _ Nuclear Regulatory Comrlssion; or an Agreement State or an autherized medical physicist shall install,
replage; reiecate‘ or remove a sealed source(s) contained in the unit,

{4 A ficensee shall relain a record of the installation, maintenance, adjustment, and repa;r of remote
aﬁaﬁﬂadar uﬁﬂs, iei:aiherapy um%:s and gamma stereotactic rmdivsurgery units in aceordance with A200-

Units aad Gamma Qactani; Radtcsz}rgery Ur:

k] A ficenses shall:

{8}  Secure the unft, the console, the console keys, and the treatment room when not in use or
unattended; .

! Parmit only individuals approved by ihe authorized usger, radiation safsly officer, or authorized
medical physicist to be present in the treatment room during treatment with the source(s);

{©) Prevent dual operation of more than one radistion producing device in a treatment room. if
appncabie, and
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{d) Davelop, impiemeni and meintain wiilten pracedures for responding to an abnermal situation

o whan the operator is unable to place the source(s) in the shielded position, or remove the patient
or human resgarch subject from the radiation field with controls from outside the treatment room.
These procedures must include:

1. mstrugtions for respending to equipment failures and the names of the individuals.
responsible for implementing corree,tive_ actions;

2. . The process for restricling access to and posting of the treatment area to milhimize the
risk of inadvertent exposure; and

3 The names and {elephone numbers of Ihe authiorized users, the authorized medical
physicist, and the radiation safety officer to be contacted if the unit or congdle opetafes.
ahnormally.

A copy of the procedures required by subparagraph {1){d) of this fule must tie physically located at the

“unit cﬁnsole

A lteensee shall post instructions at the unit éonsole o inform. the operator of;

{a) The location of the procedures refjuired by subparagraph (1){d) of this rulg; and

b)Y Thie names and telephong numbeis of the authorized users, the auttiorized medical physicist, and

the radiation safely officer to be contacted if the unit or consolé operates abhormally.

A licensew shall provide instruction, inttially and at least annually, to all individusls who opérate the unit,
gy appropriale to the individual's ass;gned dufies, in

{a) The procedures identified ih subpatagraph (1)(d) of this rule; and

{b) The opsrating procedures for the unit;

A ligensee shall ensure that operators, aliftiorized medical physisists, and authorized users participate in

drilis of the emergency procedures, initially and af fzagtannually.

A imensee shail reir a rec-rd of mdmdaais recewing instruction required by paragraph {4)-of this rids, In

A iscensea shali retam a & py of the pracedures réguired by-subparagraphs: (1){d}) and (4)(b} of HHis rule in
24T e M Fa m{}gm@&m- 102.

Authe"n{y* T.CA §§68~202 A0 etseq., 88X 202-2(3‘1 &t g aeq andA-5-201 et seq.

Stereo actic Rad;osufgery Units.

Safety Precautions for Remdte: Afterloader Linlts, Teletherapy Unils, and Gamma

(1) A licensee shall confrol acesss to the Weatment room. by a door-at sach etitfance.
(2) A licensee shall equip each eitrance fo-thé tieaiment room with-an alectrical inferlock systeri that will:
fa). Prevent the opetater from initiating the treatment cycle unless each:trealinent room gntrance door
s cloged;
“{B) Cause the source(s) to be shielded wher 4ri enfrance door s opened;-and
{c} Prevent the sourcé(s) from heing exposed following an interlock interruption. until all treatment
room entrance doors: areclosed and the source(s) or-off control is reget at the console.
(3) A llcénsee shall réquire ainy ingividual enfering’ ihe. traatment raom fo assure, through the use of
‘ appropriafe radiation manitdrs, that radiation levels have returned to ambient levels.
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(8)
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E}(gépt for low-dose remote afterloader units, 4 licensee shall construct or equip each freatment room
with viewing and intercom systems to permit continuous observation of the patient or the human research
subjact from the treatment console turing irradiation. '

For licensed activities where sources are placed within the patient's or human reseatch subject’s body, a
licansse shall only conduct freatments which allow for expeditious removal of a decoupled or jammed
SOUCE.

in addition to the requirements spegified in parsigraphs {1) through (8) of this rule, a licensee shall:
{a) For low dose rate, medium dose-vate, and pulsed dose-rate remote afterloader units, require:

4. An authorized medical physicist and either an authorized user or a physiclan, under the
supervision of an authorized user, who has been trained in the operation and emergency
response for the unit o be physically present during the inifiafion of alf patient freatments
involving the unil; and

2 An authorized medical physicist and sither an authorized user or an individual, under the
supervision of an authorized user, who has been tralned fo 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 afferloader units, require:

1. An-authorized user and an authorized medical physiolst to be physically present during
he ihitiation-of all patient ireatments involving the urilt; and

2. An-authorizad medical physicist and either an authorized user ora physician, under the
supetvision of an authorized user, who has been trained in the operation and emergency
responss for the unit, to be physically présent during confiniiation of all patient treatments
involving the unit.

{c} For gamina sterectactic radiosurgery units, retjuire ain avthiorized usef ahd an authorized medical
physicist {0 be physically present throughout all patient reatments involving the unit.

{dy  Notily the fadiation safsty officer, or their designee, aitd an duthorized user as svon &s possible if
the patient or human rfésearch subject has a medical emiergency of dies.

A licensee shall Have amergency reép,ans_é equipment available near each freatiment foom 16 respond fo
a source that inadvertently.

{8} Remains in the unshielded position; or

{b) Lowgas within the patient following completion of the trealment.

Authority: T.C.A. §§68-202-101 et 'seq., 68-202-201 et séq. and 4-5-201 et seq.

768 Dosimetry Equipment,

%)) Except for low dose-rate reinote afterfoader sources where the source output or aclivity Is determined by
tteé maniffactuier, a licenses shall have a calibrated dosimelry systein available for use, To satisfy this
requiremsnt, orie of the following two conditions must be met;

(a)  ‘The system must have been calibraled using a system o source fraceabie to the National
Institute of Seignce and Technology (NIST) and published protocols actepted by nationally
recogiized bodies; or by a callbration laboratory accredited by the American Association of
Physicists in Madicing (AAPM). The calibration must have been performed within thie previous
fwo 2 years.and after any servicing that may have affected system calibration; or
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) The system must have been calibrafed within the previous fous 4 years. 18 fo 30 months after
that calibration, the system must have been intercompared with another dosimetry system that
was calibrated within the past twentydour 24 months by NIST of by a calibration laboratory
accreditad by the AAPM. The results of the intercomparison miust have indicated that the
calibration factor of the licensee’s system had not changed by more than hwe 2 percent. A
licenses may not use fhe infercomparison resull to changs the calibration facior. When
intercomparing dosimetry systems to be used for calibraling sealed sources for therapeutic units,
the licensee shall use a comperable unit with beam attenators or cullimalors, s applicable, and
sources of the same radipnuclide as the souree used at the Hcensee's facility.

A ficenses shall have avallable for use a dosimely system available for use for spot-check oulput
rasasurements, if applicable. To salisfy this requirement, the system may be compared with a system thiat
has been calibreted 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 syStern calibration.
The spot-check system may be the same system used to ieet the requirerient in patagraph (1) of fhis
rude.

ﬁ, iicensee sha]i retait a rec:mé af each calibration, intercomparison, and comparison in accordance with

i A licensee authorized 1o use a teletherapy unit for medical use shall perform full calibration
measurements on edch teletherapy unik
(& Befoie the first wiedical use of the unit; and
(b Before medical use under the following conditions;

i Whénever spot-check measurements indicate that the oufput diffars by fniore thah e §
peicent from the oulput obtained at the. last fuil calibration corrected mmathematically for
rativaclive deday;

2, Following raplacemeant of the source of following reinstallation cf the lelsthardpy Unitin a
naw location)

3, Following ariy repalr of the tlsiérapy unit that héludes removal of the sotiide or major
repair of the coimponents associated with the source exposure assermbly: and

{e) At intervals not expeeding eas 1 vear,
{4 To satisfy the requitement of peragraph (1) of this rule, full calibration measurements must include
determination of:
{a}  The output-withii 23 parcent for the range of field sizas and for the distance or range of distarices
used for medical use;
) The colngidanas of the radiation field and the fleld indicated by the light beam localizing device;
{¢} Thie uniformity of the radiation field and fts dependence on the orientation of the useful heam;
{d}  Timeratcuraty and linearity over the range of use;
(e} On-off efror; and
i The acouracy of all distance measuring and losalization devices.in medical use,
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A licenisee shall use the dosimetry system desciibéd in 4208:02.02-68. qrah (1) of Rule B400480-
0786 to measure the output for ane set of exposure cmdations The remaining ‘radialion measurements

Tequired-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 fule in accordarice-

with published protocols aceepted by natiohally recognized bodias,

A licensee: shall mathematically correct the sutputs determined in subparegraph {2)a) of this rule for
‘physical decay for intérvals hot exceeding dse | manth for cobalt-60, gl § months for cesiuni-137, orat

intervals. consisterit with sna | percetit decay for all other nuclides:.

Full calibration medsuraments reguired by paragraph (1) -of this Tule. and physical decay corrections.

requitad by paragraph (8) of thisrule rmust be‘perfarmed by the authorized medical physicist.

A licensee shall retain a récord of each calibration i accordance with 3800-82-07-104 Rule.

Authority: T.C.A. §868-202-101 bt $e,, 58-202:201 &t sefy. and 4-5:201 et seq,

2E00-00-57-70 0400-20: ,.?;Fuit Calibration Measuréménts-on Remote Afterloader Units.

1) A licensee. authorized to use a remote afterloadar unit for med:cai use shall perform full calibiration
measurements on aach unlt:
{a) Bafore the first medical use of the unil;
{b) = Beforetnedical use under the following conditichs:
1. Following replacemant of the sour¢e or following feinstallation of the unit I a rew
location outside the facility; and
2. Following iy repair of the unit that includes removal-of the: sourgé er major repair-of the
components associated with the sotirde expasure assembly; arid
ey At Intervals not excesding -ehg 1 calendar quarter for high dose-rate, Medium dase-rate, gnd
pulsed-dose-rate fefmate aftetloader uhits with sources whose half-life exéeeds 75 days; and
()  Atintefvals not exceeding eaé 1 year fof low dose-rate remote afterloader tnits.
)  To satisfy the requirsment of paragraph {1} of this rule; full calibration measurements rrist include, -as
applicable, determination of:
{a) The output within.£5 pércent;
{B)  Source positioning accuiacy to within21 millineter;
{e)  Source retraction with backup baltery upon powsr failure;
(d)  Length of the source transfer tubes;
(&) Timef accltacy and linearity ovar the typical range of use;
) Léength of the-applicators; and
{g)  Function of the source transfer tubes, applicators, and transfer ubg-applicator interfaces.
(8) A licenses shall use the dosimelry system described i 420
P68 to. medsure the oulput,
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(6)
@
(8)

)

A licensee shall make full callbration measurements requiredt by paragraph (1) of this ruls in dccordance
with published protocols acéepted by nalionally recognized bodies.

in addition to the requirements fot full calibrations for low dose-rate remote afterloader units in paragraph
(2) of this rule, 4 licensee shall perform an autoradiograph of the snurce(s) to verlfy mvenfory and.
soliree(s) arrangement af intervals ot exceeding o | calenddr quarter.

For low dose-rate remote afterloader units, a licéngee may use mpasurements rovided by the source
manufacturer that are made in accordance with paragraphs (1) through (8) of this rule.

A licensee shall mathematically correct the ouiputs determined in subparagraph (2)(a) of this rule for
phyisical decay at intervals consistent with sne. 3 percent physical decay.

Full calibiation messurerfients tetuired by paragraph (1) of this rule and physical decay torrections
requifed by paragraph {7} of this ruls must be performed by thie authorized medical ;)hysiclst

A licensaé shail retaifi g récord of each calibration In accordarice with 331

404

Authority, T.C.A. §§68:202-101 et'sen., 58:202-201 &t s8q. and 4:5-201 ot seyf.

C Full Calibration Measurements on Gamimia Stereotactic Radiosurgsry: Units.

(@)  Beforethe first rhedical use of thie unit;

(b)  Before medical Uisé under the following conditions: #
1. Whenever spot-check measurertients indicate that the output differs by more than five §
percent from the output obiained at the last full calibration -corrected mathematically for
radinactive decay;
2. Following: replacement of the sowrges of foﬂowmg reinstallation of the gamma

stereotactic radioswrgery unit in a new losation; and

3. F@Ilourihg any repa:r of the gamma stergdtactic radiosurgery unit that includes removal of
the sources or major repair of the components associated with the source gssembly; and

£} At Intervals 1ot exceading B 1 year, with the exception that relative helmef-factors need only be

determined bifore the first medical Use of a helmet and foliowing any damage to-a helmet;

2) “To satisfy the requzrements of paragraph (1) of this rule, full calibration measurements must include
o determination of. ‘

(8)  The output withih +3 percent;

(b)  Relative hetmet factors;

(&)  lsocenter coincidence;

(d)  Timer acouracy and finearity. éver the range of use;

@  Onofferrr, |

) Trunnfon centricity;

{a) Tretatrfrfwr‘st table retraction mechanist, using backup battery power or hydraulic backups with the

unit o
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(8)

®
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AR Helmet microswitches;

{iy Emergency timing circuits; and

{) Stereotastic franes dnd lofcasizjﬁg devices {frunnions).

A iicensee shall usé the dosimetry system describsd in 4200-82:07--68 parag
07488 to measure-the output for one set of sxposire sonditions. The

NG 1 ‘
requifed in subpatagraph (2)(a) of this fule may be made using a dasimetry system that iﬁdmates relatwe
dose rates,

A lidensee shall fake full Galisration measuremants raduired by paragraph {71) of this rule i -ascordance

with publistied protocals aceepted by natiorially vecognlzed bodies,

A licehsee shall mathematically correct the outputs determined. in subparagraph (2)(a) of this rule at
infervals: not exceeding are 1 month for cobalt-80 and at intervals consistent with é8e 1 percent physical
decay for ali giher radionudiides.

Fult calibration mensurements required by paragraph (1) of this rule: and physieal decay correstions
required by paragraph (5] of this fiile riust be performéd by the authorized medicdl physicist.

A lisenses shall retain a récird of egch calliration in accordange with JE5D.4

Alithority: T.Q;A'..§;§6_8?202“1 01 et sey,, 68-202-201 &t seq and 4+5-2071 of 564,

@)

&)

4

.72 Petiodic Spot-Checks for Teletharapy Units.

A licansee authorized to use teletherapy units for medical use shall perfor Gutput spot-checks on sach.
teletherapy unit-once ir'eaéh calgndar monih that inciude-determinatich.oft

(@  Timeraccuracy, and timer linearity aver the range of use;

)  On-off eror;

{6).  The coiricidenceof the tadiation field and the field Indicatad by the light beat localizing devics;

{dy  The accuracy of all distate ieasuring and fosalization devices used for medical use;

(e} The output for one typlcai set of nperating condmons measurad Wwith. the dosimetty system.
dascribed in-3208-02-07-88 paraarash (2)»of Ruls 84002 g, ant

) The difference Selween: the ieasurement made in subparagraph (e} of this paragraph and the

anticipated output, éxpressed ‘as a péréentage of the anticipated output (i.e., the valle obtained
at last full galibrétion corretted mathematically for physical decay),

A ligénses shall nerform measurements required. By ;:zaragraph (1) of this nile i accordance with writter

Procedures established by the-authorized medical physicist. That individual need nat actually perform the:

spot-check measuremerits,

A licensse shall havs the authotized medical physicest revisw the rasults of sach spotwcheck Within 15
days. The authorized medical physicist shall promptiy notify the licensee as soon as possible:
‘the Tasiiits of each spoticheck.

in wrftiﬂg of

A licensee autfiorized o use a teietherapy unif for medical use shall perfor saféty Sf.:otnchecks of edch
telethierapy facility orice i each caiendar montit and after each source installation to assure proper

operdtion of.

{ay  Elestrical inferlocks at bach feletherapy room entrance;
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{b) Electrical or mechanical stops installed for the puipose of liniting use- of the primary beam of

radiation- (réstriction of source hatising ‘angulation or elevation, carrags or stand travel -and
operation of the beam on-off mechanism),

() Source exposure indicator lights on the teletharapy unit, on the control console, and in the facility;

G Viewing and intercom systems;

{ey Tregtment room doars from inside and cltside the treatment rooth; and

il Electrically assisted treatment room doors with the teletherapy unit slectrical power turned off,

If the results of the checks raquired in paragraph {4} of this rule indicate the malfuniction of any system, a
licensee shall lock the control console in the-off position arid not use the unit except as may be'necsssary

‘to repair, reéplace, or ¢heck the malfunctioning system.

A licensee shall retain a récm‘d of edch spot«:ﬁeck requlree] by paragraphs (1} and (4) of this rulg, in
-attordance with 32006282408 5

Rule 0408-20-07-,

Authonty T.C.A.-§868-202- 101 et setg., 68-202-201 ol sy, and 4-5-201 f se,

)

78 400-20-07<

74 Periodic Spot-Chacks for Remots Afterioader Units,

) Alicensee autharized 1o use a retmiote afterioader unit for medical use shall perfort spot-checks of each
‘remote aftetloader facility and on gach unit: 4
{8y At the beginning of each day of use of a high dose-rate, medium dose-rate, or pulsed dose-rate

remote afterloader ynit; _
{9)  Bafore each patient treatrient with 4 low dose-rate remate afterloader unt; and
(6)  After each source instalfation.

{2) A licehsae shall have the authorized medical physioist establish written procedures for performing the.
spot-checks required in paragraph {1) of this rule. The -authorized medical physicist need riot sctyally
perforim the spot-check measurements.

{3) A ficensee shall have tha auihonzed medical physicist review the results of each Spbt-cﬁeck within 15.
days. The authotized medical physicist shall notify the Jicenses as soon as.possible in. writing of the
Tfesulis of each spot-chiesk,

To satssfy the raquifements of paragraph {1) of this rule, spot-checks must, at a miniviuny; assiire proper
operaion of;
{a) Elactrical interlocks at each rembote afterloader unit room ertrance;
(b} Sourcé exposure indicator lights on the remote afterloader unit, on the control console, and i the:
' facmly
{© viewing and ‘intercom systems in each high dose-rate; medium dose-rate, and pulsed dose-rate
ramote afterlogder fagility;
(dy  Emiergency response equipment;
(&) Radiations monitors used toindicate the saurce position;
) Timief accuracy;
@ Ciock {date and time) in the units computer; and
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(8)

(6

{h) Decayed source(s) activity in the unit's.computer.

If the results of the ehecks required in pardgraph (4) of this rulé indicata the malfuhction of Giny systém, a@
ficenses shvall fock the sontrél cansole in the off position and not use the unit except as may be necessary

o repair, iepldace, or ¢heck the imalfunctioning system.

A ficenses shall felgin & record of each check required by paragraph (4} of this rule in secordanice with
04002007 108.

Authority: T.G.A, §§68-202-101 st sey., 68:202-201 et seq, and 4-5201 et seg..

400020774 §400-20-07-74 Périodic Spot-Checks for Gamma Steriotactic Radiosurgery Units.
1 A licensee authorized to use a gamma stereotactic radiosurgery unit for medical use shall perform spot-
‘ chacks of each ganira stereotacﬂc radmsurgery famhty and on each upit:
{a)  Monthly;
{5 Atthé beginning of each day of use; and
{¢)  After each source installation.
(2 A licenses shall have the authorized médical physicist:
{a) Establish written procedures for performing the spot-checks required in paragraph. {1) of this ruls;
and i o
{b) ReviaWw the results of sach spot-check required by paragraph (1).of this Yule within 15 days-of the
check, The authorized medical physicist need not actually perform the- spnt~check measurermients..
The authorized médical physicist shall notify the licensee as soon as possible, in ‘writing, of the:
results of the spot check,
(3 Tosatisfy.the fequiremants of subbparagraph.(1)(a) of this rule, spot-checks misst, at a minimum:

{a)  Assiire propet operation of

1. Treatment table retraction mechanism, using backap battery power or hydraulic backups:
with the: unit off;
2. Helmet microswitches;
8  Emergency timing tircuits; and
4, ‘Sterevtactic frames and lotalizing devices (frunnioris),

)  Determine:

wil

1. The output for one fypical sai of aperatmghctmdsttcnis- measured lh th'e_ dosimetry
s describied fn 4200-02.-67.:68 _ Ri _

2. The: differerice between the measurement made in part 1 of this subparagraph. ahd the
anficipated output; expressed as a percentags of the' antisipated. output {i.e., the valus
ohtaingd at last full calibration vorrected mathematically. for physical &eeay)

8. Source output against computer-caloulation;
3 Timer aceuracy and linearity over the range of use;
5. On-off grror; and
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(4)

6

{6)

6. Trunsvion centricity.

To-&atisfy the fequirements of subparagraphs {1)(b} and (c} of this rulg, spot-checks must assure proper
gperatioh.ofr

(@  Electrical interlocks &t each gamma stereotactic radicsurgery fiom entrance;

[£0)] Source éxpostire indicator itghts on the gamma stéreotastic radiosurgery unit,.on the cotrol
console, and in thie facility;

(&) Viewing and intercom systems,

(d)  Timer termination;

{ey  Radiation monitors useti to indicate room exposures; and
) Emergency off buttons.

A licensee shall atrange for the repair: of any system identified i paragraph {3) of this tule that i not
Operating properly as soon Gs pasmhle

1f the resulfs of the checks requ:red in paragraph (@) of this ruls indicate the malfunction of any system, a
ficensee shati kmk the cenim] consoEe in ihe off pcswen and not use the unit except as may bie necessary

a5 A ii,‘«:‘eﬁseeymvidmg‘m'ebxlé remote:afterloader service shall:
()] Check Survey instruments before metlical use at each address of use or on each day of use,
' ‘whichever is more frequent; and.
{b)  Accountfor all spurces before departure from aclient’s address of use.
2) in adcfit{'on fo the pen’edln spot—checks reqmred 'by 4. :07: 73, a licerigee
' e “chy i sivote afterioadsr
unit Before use at-each address of use. Ata mmlmum chect{s mist be made to veri the operation of:
&)  Electrical Inferlocks on treatment area docess points;
(1) ?Ql}ffe exposure indicator lights on the temote atterloader tnit, en the contrel consdle, and.in the
aciity;
(€)  Viewing and inftercom systetns;
(d)  Applicators, source fransfer tubes, and transfer tube-applicatar interfaces;
(e Radiation monitors used to indicate room exposuies;
y  Source pesitioning (accurgey); and
(@) Radiation mornitars used to indicate whether the source has returned to a safe shislded pos itior.
857030 {July 2010) 56 RDA.1693
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3y I addition: fo the requirements for checks in paragraph (2) of this rulé, a licensee shall ensure overall
proper opefation of the remote afterloader unit by ¢onducting a simulated cycle of treatment befors tse.at
eagh-address of usé.

{4) If the rastilts of the checks tequired in paragraph {2) of this rule indicate the malfuriction of ahy system, a
licensee shall lack the control console in the off pasition and not use the unit excapt as may benecessary
{o repair, repiace of check the malfunctioning system.

{5) A licensee shall retain a record of each check required by paragraph (2) of this rule in avcsrdance With
' 4200-02-67--108 Rule 0400-20-07-.108,

Authority: T,G,A. §§68-202-101 6t:seq., 68-202:201 et seq: anid 4-5-201 &t seq.

curle itk e RLE 400:-20:05-70, a pefson licensed under
this Chaptef shalf make surveys to ensure that the maxamum rad‘anon levals and average tadiation levels
from the surface of the main Source safe with the souree(s) in the shieided position do not exceed the
levels stated in the sealed source and device ragistry.

2 A licenses shall make:the-survey required by paragrabh (1) of this_rufe at installation of a.iew sourée aind

' following repairs to the source(sy shielding, the sourca(s) driving unit, or other electronic or mechanical
caniponent that could expose the source, reduce the shielding round the source(s), or compromise. the
radigtion safety of the ufiit of the sturcels).

3} A licenses shall refain a record of the radiation s&;rveys réquired. by paragraph (1} of this fule in
aeccrdancewlth HagA _:_:..'.n'”_' --‘i}t-t -« 188,

Authority: T.C:A. §§68-202-101 et seq., 68-202-201 &t seq. and 4-5-207 ot sey.

10.67-77 Five Year Inspection for Teletherapy Units and Gaiima Sterectactic.

adiosurgery Umts- -

{1} A licenses shiall have each tefetherapy unit and gamma stereotactic. radlosurgary unit fitlly inspested angd:
serviced during source replacement or at Intervals not to exceed five 5 years, whichever: corhies flrst; 1o
assurg proper functiohing of the-source exposure mechanism,

(2) This inspection and servicing may only b perfarsﬂed by persons spacifically licénsed 16 do S0 by the
Division, the U.S. Nuclear Regulatory Commission or an Agreement State.

(3) A ircensee shai! keep 4 record of the Inspection aﬁd senvicing in accordance with 22000807410 Huls

37478 Therapy-Related Computer Systems:

(1} A licensee shall performt or shall verify and maintain documentation of acceptance testing or the

treatment plaﬂning system in accordance with pubi:shed protocols accepted by nationally reeognized

hodigs. At a minimum, the acoceptance testing must include, .as applicable, verification o

&) The sourcespaoific inpuf parameters required by the dese calculation aigorithin;

(b) The.aceuracy of dose, dwell ime, and treafment time calculations at representative poirits;

{© The aceuracy of isodose plots and graphic displays;

{dy  The accuracy of the software used to determine sealed source pasitions from radiographic.

‘images; and
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{&) The atcuracy of electranic transfer of the trsatment delivery parameters to the treatrent delivery
unit from the treatment planning system.

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

a seaieci Sourse fcra use auihon‘zed'under 130800074

{a) Is cerlified by -a medical spemalty board whose eertification process has been recegnized by the
Division, the U.S. Nuclear Regulatory Commission, or an. Agreement State and who mests the
requirements in part (b3 and subparagraph. (c) of this paragraph. To be recognized, a specfaity
board shiall require all candidates for certification te:

1.

B 1

£8-7039 (hily 2010)

Successfully -complete a minimum of thres & years of residency training in a radiation
therapy program appioved by the Restdency Review Committes of the Accredalation
Council for Graduate Medical Education or Royal College of Physicians and Surgeons of

Canada or the Committée on Post-Graduate Tralning of the American Osteopathic
Association; and

Pass an examination, administered by diplomates of the specialty board, which tests
knowledge. ard campateme in radiation safely, radionuciide handiing treatrment
planning, quality assurance, and clinical use of stereolactic radivsurgery, remote
afterloaders, and extérnal beam therapy; or

Has completed a siructured educational program in: basic radionuclide. techniques
applicable to the use of a sealed source In a therapeutio- madical unit that includes:

(i 200 hours of classroom and laboratory training In the foliowing areas:
{ Radiation physics and instrumentation;
{1 Radiation protection;
()  Matheriatics peftaining to the usé and measurensent of radioactivity; and
VY  Radiafion biclogy, and ‘ ' o

{iiy 500 hours of work experierice, under the supawiswn qf an "uthgnzed user who
meefs the requirements in thig rule, Rule 33 ; [ &

efuivalent Agresment State o U.S. Nuclear Regulamry Cemrmssmn
requirernents at'a medical institution,. involving:

) Reviewing full calibration measurements and perlodic spot-checks;.
o Preparing freatment.plans. and calclilating treatment doses and times;

(1}  Using adrinistrative contiols to prevent a misadministration involving the
uge of radioactive material;

(V) Implementing emergericy procgdures to be followed. in the event of the
abnormal gperation.of the medical unit-or cohsole;

(V) Ghecking and using suivey meters; and
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(Vly  Selecting the proper dose.and how it is to bé administered;.and -

an. authorized user who meets the requnreménts n tms rule, Rule

2040726, or squivalent U.S. Nucledr Regulatory Commission or Agreement State
requirements, as part of a formal fraining program approved by the Residency Review
Committes for Rediation Oncoldgy of the Accreditation. Council for Graduate Medical
Education or Royal Gollege of Physicians -and Surgeons of Canada or the Commiittee on
Postdoctoral Training of the American Osteopathic Associgtion. This experience may e
obtained concurrently with the supervised work experience required by subpart. 1(ii) of
this subparagtaph; and

3 Hag obtained written. dttestation that the individual has. sahsfactorﬂy ccmpieted the
requirernents in part (a)1 of this paragraph or part 1 of this subparagraph, and part 2 of
this subparagiaph” and subparagraph (¢) of this rule and has achieved 4 level of
compétency -sufficient to function indepéndently as an ‘aythorized user of sach type of
theiapeutic medical unit for which the individual is requesting authorized user status. The
wiitten attestation must be signed by a preceptor authorlzed user who meéts the
réguirerents in this fule, Rule % el éﬁﬂ%ﬁmg@ of equivalent U.S.

Nuclear Regulatory Gommission or Agresment State reau;rements for an authorized Oker
for esch typs of therapeutic medical unit for which the individual is fequesting authorized
skt sttus; and

P

{¢) Has received training In device Operatlon, safoly prosedures, and cliiical. use for the
type(s) of use for which authorization is soughit. This tralbing requirement may be
satishied by satisfactoty completion of a. traming program provided by the vendor for new
users or by receiving training superv;sed by an authorized. user or authorized medical
physicist as appropriate, who s authorized forthe type(s} of use for Which the indlvidua
i seoking authorization.

Authority: T.C.A, §§6&202—101 et s8¢, 68-202-201 &t seq and 4-5-207 et s€q,

Mateﬂai' o

20:47-84, Other Medicat Uses of Radioactive Material o Radiafion from. Radioactive

M A ligetisse rhay use radipactive matenel or a radiation source approved far medical Use that is ot
' specifically addréssed iy thisrute it

@

(b

of licensee has submitted the information required |
A4(3), and $200-03-07-44(4) of Rule. 0400-204

The apblicant or licenses has récelved writlen approval from the. Divigion in d ligense or llcense
amendment and uses the materlal in accordance with the regulations and spedific conditions the
‘Divisicn considers necessary for the medical use of the matarial.

Authartty TCA §§68-292 401 e sed,, 68-202-2601 et'seq, and 4-5-201 et 5e4.

radiatxen safely officer and hcensee manaement

sponsibilities: of the radiation. safety officer

as requifed by : A ( B -.17, and 3 signed copy of each radiaticn

I's-agresment to be responsnbte a_r implementing the radiation safely program, as reqmred by
AN0.20.87-17. The records must Include the signature of the

86-7030 (July:2010) ‘ 59 ‘RDA 1693

6LlG



3 The minutes of sach Radiation Safely Commiltee meeling heltl in accordance with 3t
' paragraeh (8) of Ruls 401020 {1717 shafl include:

{a) The date of the mesling;

{t) Members présent;
. Members absent; and
{d)  Summary of deliberations and discussions,

Authority: T.C.A, §§68-202-101 et seq., 58-202-201 et seq. and 4-5-201 et saq,

L3% §409-20-07-.83 Records of Radiation Protection Program Changes.

A licensee shall retain a record of each radiation protection program change made in accordance with 420862
SLa48 ; aoh (1) of Bule 0400-20.07-.18 for fve § years. The record must include a copy of the old and new
procedures; the affective date of the chaﬂge and the signalure of the licensee management that reviewed and
approved the change.

Authority. T.CA. §§68-202-101 et seq., 68-202-201 et sey. and 4-5-201 et seq,

{1784 Records of Wiiiten Diractives.

A lisenses shall retain & copy of sach written directive as required by- 3300
“Hitis 3 years.

Authority: T.C.A. §§68-202-101 el seq., 68»20242,01 et seq, and 4-6-201 et seq,

Radioactive Material,

_ A licenses shall maintain & record of Instrument calibrations reguired by 42004030220 B 00204 '
ihese 3 years. The records must include the mods! and serial numper of the msirument the daie of the caiibréﬁom
the results of the calibration, and the name of the individual who performed the calibration.

Authorify; T.C.A. §§68-202-101 et seq., ’68-’202’-—2(}1 el seq. and 4-5-201 ot seq.

&8 Records of Survey Instrument Calibrations.

_és ircensee shall mamta?n a record of radiation survey msimmeni caﬁbraﬁaﬂs reguired by 3 w‘%ﬁ@&

ﬁate Gf ihaﬁa ration, the resuils of the caié’h;ahez& and the narme of the individual who m#srmsa the- calsbmtian

Authiority: T.C.A, §§68-202-101 ef seq., 68-202-201 ol seq. and 4-5-201 of soq.

A licensee shall maintain a fectrd of dosage determinations mqu:red by 4 3730 Pule it
3 years. The record raust containt. the radioactive drirg; the patient’s or Human research subjact name o
identification number if one has been assignied; prescribed dosage; The deterinined dosage, or a notation that the
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total activity is less than ‘1.1 reegabecquerel {3{) HCIY; the date ang time of the dosage deteriinafion; and the
narie 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,.

A lisensee shall retdin a record of sach survey required by 4200084 il 200734 fot theee 3 years,
The record must include the date of the survey, the results of the survey, the mslrurﬁent used to make the survey,
and the namé ofthe individual who performied the survey.

Authority: T.CA. §'§68‘-2f)2-1‘01 et 88y, 68-202-201 et seq. and 4-5-201 et seq,

4500604762 (1800-20.07.47 Records of ihe Release of indwnduals containing Unisealed Radivactive Material
or lmplants Containing Radigactive Material,

(1) .Alicensee 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,

for 3 years after the date of release, that.the instructions required by

') A Itcensee shall retain a rescord
} e f Relg 8400-20-07-.35 were provided to-a breast-feeding womarn.

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

__ateﬂai at a alierits

c!early delineate the. authﬁnty "nd responsabihtyafthe hcensee arid the client
years after the last provision of servics,

@

: Y, he
‘suwey, the mstrument used to make the suwey. and ‘ﬁ"ie name of the mdmdual who. performed the
syivey:

Authority. T.C.A. -§§68~2§2@01 et seq;, f"ﬁ&~2052~1201 et seq. -and 4-5-201 et seq,

baekground radiation foval, tﬁe radiation Eevef measured at ihe surfase of each waste container, ard the: Tame: of
the individual who performed the survey,

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

3705 0400-20-007+ 88 Records of Radionuclide Contaminants:

& fg%k;_ /41 for 3 years. The record must include; fer each measured elutlan cf raéicriue;,e usae_ :
prepare a radioactive drug, the ratio of the measures expressed as kilobecquerel of contaminant per
megabecquerel of desired radionuciide: (inicrocuries/millicutie), or micragram of contaminant-per megat:ecquerei
of desired radionuclide (microgramfiillicurie), the time and date of the measurement, and. the name of the
individual who made the measurement.
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Authority: T.G.A. §§68-202-101 &t sig;, 68-202-201 el seq. and 4-5-201 et seq.

“
'§

‘yeérs The recard: must incIm:ie a list ‘of the topics covered, the date of the‘ instructwn: the hare(s) of the
atteridee(s); and the name(s) of the individual(s) who provided- the instruction.

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

40 075 % years Each record migst mclude th date and resuits of the survey, the suwey
Enstrument used and the name of the individual who made the survey.

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

)-20:07-,08 Records of Brachytherapy Source Accountability.

(1) A licensee shall maintain a record of brachytherapy source: accountability required by 4%
Rule $400-20:07-53 Tor thean § years.

2y For temporary implants, the record must include:
(a) The number and aetivity of sources removed from storage, thetime and date flrey were removad
from storage, the name of the individual who removed them from sterage, .and the location of use;
and

{bY: The number and activity of sources returned to storage; the time and date they were reiumed 6]
storage, ‘and the name of the individual who retumned-them fo storage. :

3 'Forjperm-anent implants, the record must include:

(8} The number and. activity of sources removed from storage, the date they were removed from
storage, and the name of the. individual wha removed them from storage;

(B} “The number and activity of sources not implanted, the date they were retumed to storage, and
the name:ofihs individual Who returned thein to sforage; and

{c) The number and acﬁvity of sources permahently implanted in the. patient or human research
subject.

Authorily: T.C.A. §§68-202-101 et seg., 68-202-201 et seg. and 4-5-201 et 8eq.

9 Records of Calibration Measuréments of Brachytherapy Sources.

A figensee shall- maintair a record of the calibrations of Brachytherapy sources required by 4 Rule
0400-20-07-58 for Hheed 3 vears aftér the fast lse of the sourée. The record must include: the date of the
calibration; the mantfaclurers-name, model nutnbet, ahd sefial naimber for the source and the instruments used
to calibrate the scurce; the source output or aclivity; the source positioning accuracy within-the: applicators; and
the signature.of the authorized medical physicist.

Authority: T.C.A. §§60-202-101 &t seq., 68-202-201 et seq. and 4-5:201 et-seq.

47,100 Records of Detay of Strantium-g0 Sources: for Ophthaliiic Treafﬁlenia.

A licensee shall maintair 8 regord 8F-the activity of a stronfium-90 souice required by 4
gﬁ;@%g & for the [life of the soufée. The reéofd st inglude the date and nitial
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determined under 4300-02-07-56 Rule 0400-20:07-.58, and for gach decay calculation, fhe date, the source
activity, and the signafure of thie authorized medical phys;clst

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

000207384 0400-20-07-101 Records of Instaliation, Malntenance; Adjustment, and Repair or Rerrigte
Afterloader Units, Teletherapy Units, and Gamma Stersotactic Radiosurgery Units.

A ticensee shall jetain a record of the installation, maintenance, adjustment, and repalr of _remote =after!oader
units, teletherapy uriits; and gamitia stereotactic radiosurgery units as required by : fagng
0765 for fheee 3 years: For sach installation, maintenance, adjustment and repair, the record must includ
dats, descnpixcn “of the service, and name(s) of the individual(s) who performed the work.

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

182 Records of Safety Procedures.

A ficensee shali fetain a copy of the procedures required by subparagraphs (1)(d) and (4)(b) of 4200-034 -
Riis - 0400.20-07-56 until the licensee no longer possesses the remote afterioader; teletherapy unit, or gamma
storestactic radfosurgery unit.

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

485 0400-20:07-,103 Records of Dosimetry Equipment.

1 A licensee shall retain a record of the calibration, mtemampansen and’ comparisons af its dosimetry
 etuipment done in accordante with 4&@%&@3—&3 Rule 0400-20.07-.68 for the duration of the license.

{2y For each.calibration; intercomparison, or gomparison, the recopd must include:
(@)  Thedale;

{1 Tbe manufacturer’s name, madel numbers anci serial nmbers ‘of the instruments that were

parmgraphs-(1) and (2) of

(©) The c‘e&rrécg_tian factor that was determined from the calibration or comparison or the apparent
correction factor that was determined from an intercoraparison; and

{d) The names of the individuals who performed the calibration, intercomparison, or comparisen.

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

{2) The recard must include:
(8) . The date of the callbration;
(B The manufacturer’s name; model number, and serial number of the teletherapy, .remote
afterioader, 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)
(8}

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

The resuits of the autoradiograph required for low dose-rate remote afterloader units; and

The signaturs of the authorized medical physicist who performed the full callbration,

¥

&3] A hc;ensee shaii retam a record of each periodic spot-chuck for telstherapy units required by 2

(07, 108 Records of Periodic Spot:Checks for Teletherapy Units,

Z forSwes J years.

2 The record must include

{@
{b)

{c}

&)

{e)

®
(@)
)

@}

The date of the spol-chedk;

The manufacturer's name, modsl number, and serial number of the teletherapy unit, source and
instrurnent used fo measwra the output of the teletherapy unit;

An assessmant of timer Inedrity and constancy;
The calculated on-off error;

A deterinination of the coincldence of the radiation field and the field indicated by the light beam
logalizing device,

The determined accuracy of each-distance measuring and locallzation device;

The difference between the anticipated output and the measured output;

Notations indlcating the operability of each entrance door electfical Interlock, each electiical or
maohanical stop, each source exposurd indicator light, and the viewing and mtemem system and
doors; and

The nafne of the individual who performed the periodic spot-chack and the signature of the
authorized medical physicist who feviewed the record of the spotchack,

Authordty: TCA §§6‘6«2’I}2«1'ﬂ‘i &t suq., 68-202-201 ot seq. and 4:-5-201 ef séy.

[« 406 Renords of Pardodic Spot-Checks Tor Remote Afterloader Units.

{23 The racord must include, as applicable:

(&)
(b)

(€
{4

{e)

The date of the spot-chack;

This manufacturers nave, modal nismber, and serial numbar for the rente afterloader unlt and
sgurce;

An assessment of fimer socuracy;

Notations indicating the operability of each entrance door electrical interlock; radiation monitors,
soufte exposwre indicator fights, viewing and inlercoim systems, and clock and deaayeﬁ source
activity in the unil’s computer; and

The narmé of the individual who performied the peristic spot-check and the signature of the
authorized medical physicist who reviewad the record of e spot-chigck,

Authority: T.C.A. §§68-202-101 ef seq,, 68-202-201 et seq, and 4-5-201 etséq.
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7. 107 Records of Periodic Spot-Checks for Gamma Stereotactic Radiosurgery Units,

a8 A Iicenaee shaii refain a record of each spol-check for gamma stereotactic radiosurgery units requiied by

-4 Fale $400-20:07- 14 for theee J years.

{2 The record must ifcluds:

(&)
{b}

{c)
{d)
(&)
U
3]
)

0

The date of the spbl-check;

radiosurg_ary unit and the. instwmant used {0 measure the nutput of the unit;

An assessment of timer inearity and accuracy;

The calculated on-off ertof;

A determination of trunnion centricity;

The difference hatwaeh the anticipated output and the measured oultput;

An sssessiment of sourge output against computer calculations;

Notations indicating the opsrabifity of radiation motitors, helmet microswitches, emsrgericy fiming
gircuits, smergency off bullons, electrical interiocks, souroe exposure indicator lights, viewing and
intercom systems, timer termination, treatment table retraction mechanism, and stereotactic
fraimes and localizing devices (trumnions); and

The- name of the individual who performad the periodic spot-check and the signature of the
authorized medical physicist who reviewed the record of the spot-check.

Authority: T.C.A. §868:202-101 st 38q., 68-202-201 &t seq. and 4-5-201 el seq.

" .A izcsnsee shali retain a record of each check for imobile remote afterloader units requaraﬂ by 426

= 75 forihese 3 years.

{2} ‘The record midst include:

{2)
B
{e)
{d)

()
Auihcriiy T.CA. §§68~2(}2~‘53? ot saq., 68-202-201 st sex. and 4-5:201 ef seq.

The date of the check;

The manifatiurer's name, m&dei risimber, and serlal number of the remote afterloader unit;
Notations accounting for all sources before the licensee departs from a facility;

Notations indicating the operability of each enfrance door sleclical interlock, radiation monitors,
gource exposure Indicater lights, viewing and intercorm system, applicators, source transfer lubes,
and tranafer tube dpplicator interfaces, and source positioning accurady; and

The signature of the Individual who performed the chack.

{n
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& The record must include:
{(a) The date of he measurements;

{b) The manufacturers name, model number and serial number of the treatment unit, source, and
instrument used o measure radiation lovels;

) Each dose rate measured around the source wiiile the unit I8 in the off position-and the average
of all measurements; and

{<) The signature of the individua! who performed the tost,
Authority: T.C.A. §§68-202-101 e seq., 68-202.207 et seq. and 4-8-201 at séq.

7-110 Records of Five-Year Inspaction for Teletherapy and Gamma Stereotactic

Ra osargery ﬁnsts

(1) A licensee shall maintain a recerd of the ﬁ%—« §myear inspections for teletherapy and ganima stereotactic
rediosurgary units raquired by. S a0 17 77 for the duration of uss of the unlt,

{23 The record must contain:
(8)  Theéinspaciors radivactive materials license number;
) The date of inspection;

{e) The manufacturer's name and model number and serlal nufnber of both the treatrment unit and
SOULCE; :

() A list of components inspected and serviced, and the lype of service; and
{e} The sighature of the inspector.

Authortity: T.CA. §§63~2924m ot 884, 58-202:201 et seq, and 4-5201 6t seq.

434 7434 Tird 4 +1 Records of Leak Tests and lﬁvemorg of Sealed Hourdes and Bfmhyiﬁe:agy
Scii.iwré&,

{1) A licerisae shall ratain records of leak tests requited by 4200 e STgaT  Bute 9800:20-
' §7-482 for 3 years. The records must include the model numbar, and serial number if c:ma as been
assigned, of each sourcs tested; the identity of éach source by radionuclide and its estimated activity; the

results of the test: the dale of the test; and the name of the individual who parformed the test.

23 A licensee shall retain recsrds of fhe sem@nnuai physieai §;~;venimy of sealed sources and brachythierapy
sources required by 300050938 &) of Rule 940 7-.32 for 3 years, The inventory
records must contain the mod&i nﬁmber of each source, anﬁ serial number if one hias been assigned, the
idantity of gach source by radionuciide and its nominal actwily, the location of each source, and the name
of the individual who parfarmed the inventory.

Alithority: T.C.A, «§§63-.2§124_ 01 et seg., 68-202-201 ef szc-.‘zq‘. and 4-5-201 et saq,

A licenses shall retain a gopy of the provedures required by 4800824 Foclih g
for the duration of the licehse,

Authority: T.C.A, §§66-202-101 et seq., §8-202-201 ot seq, and 4-5-201 et seq.

. 113 Report of a Leaking Soirce,
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A licensee shall. file a report within Hwe § days if 2 leak test required by 4204 £ ile GAD %
ravaals the presence of 188 By (0.006 pCi) or more of removable contamirsaﬁeﬁ Tha mpert musi ﬁe filed wﬁh
the Division, and sent to the Division at the address lisled in = Lb07 gubmaragys 1 (130}

0407, The written report must Include the model mumber and serial number i assigned, of the loaking source:
the radionuclide and its sstimated activily; the results of the test; the date of the test; and the action taken;

Authorily: T.C.A. §§88-202-101 et seq,, 68202201 ot seq. and 4-5201 ot seq.
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G.O.C. STAFF RULE ABSTRACT

DEPARTMENT: Environment and Conservation

DIVISION: Radioclogical Health

SUBJECT: Rule Reorganization

STATUTORY AUTHORITY: Tennessee Code Annotated, Section 68-202-101 et seq.
EFFECTIVE DATES: May 22, 2012 through June 30, 2013

FISCAL IMPACT: Minimal

STAFF RULE ABSTRACT:

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 Radiologicat Health rules from 1200-02 to 0400-20;
b. Correcting typographical errors throughout all Chapters; and

¢. Deleting obsolete language.

H:\Government Operations Committee\e&ec radio 8.doc
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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 thair responses to public hearing comments, which
can be summarized. No letters of inquiry from parties guestioning the rule will be accepted. When no comments
are received at the public hearing, the agency need only draft & memaorandum 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 duying the comment period.
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Regulatory Flexibility Addendum

Pursuant to T.C.A. § 4-5-401 through 4-5-404, prior to 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 businessas. '

(If applicable, insert Regulatory Flexibility Addendum here)

(1) The type or types of small business and an identification and estimale 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 Chapler 1200-20-08 and thal makes other
housekeeping changes inakes no substantive changes. Therefore, there is no impact on small business.

{2} The projecied reporting, reccrdieeping, 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 projecied additional repotting, recordkeeping or administrative costs as a result of this
rulemaking.

(3) 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.

4 A description of any less burdensome, less intrusive or less costly allernative 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,

(5) A comparison of the proposed rule with any federal or state counterparis:
There is no exact match with any federal or state counterparts.

{6) Analysis of the effect of the possible exemption of small businesses from all or any part of the
reguirements contained in the proposed rule.

Due to the administrative nature of this rulemaking small businesses could not be exempt from this
rulemaking,
88-7038 (July 2010) 26 RDA 1693
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!mpadt on Local Governments

Pursuant to T.C.A. 4-5-220 and 4-5-228 “any rule to proposed io 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
(hilp//state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

The Department does not anticipale that these amended rutes will have a finangial impact on local governments.
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_Department of' State Fer Dapartment of State Use On!y

Sequence Number: 4 I

Rute 1D(s):

File Date:
Effective Date:

{'3iZRosal, Parks Avenus, 8:51 Flodr Snodgidss/TN Tower
| Nashville, TN 37243
! Phone: 615- 74‘3~2650

Rulemaking Hearing Rule(s) Filing Form

Ruleinaldig Hearing Rules are riles filed afisrand as a result of a ruletaking heating. TCA Seclion 4-5-205

| AgencyiBoardiCommission: | Environment and Conservation
: Divislon: ;
Contact Persomn:

Addrass:

Revislon Type {chieck all that apply):
_____ Amendment
"X New
X _ Repeal

Ruile{s) Reviset{ALL chapters and rules sontaftied in filing must be listed hare. If neadad, sopy and paste
additional tables to atGormmodate multiple thapters, Please enter only ONE Ruile. Numberfﬂule Title pef row)

Chapter Number | Chapter Title
040020-08 Radiation Safely Requirements for Industrial Radiag{gghy
Rule Number Rule Title. , . )

- 0400-20-08-.01 Purpase
0400-20-08-.02 | Seope
0400-20-08-.03 | Definitions

0400-20-08-04 | Equipment Cantrol.
0400-20:08-.05 Personal Radiation Safély Requlrements for Radfggraphefs and Radiographers AsS;stants
0400-20-08-.06 Precautionary Procedures in Radiographic Operations. "
0400-20-08-.07 Minimum Subjects to be Covered in Training Rad;ographérs e
0400-20-08-08 | Cabinet Radiography
0400-20-08-,09 Fluorescopic Radiography _
400-20-08-10 Reduired Admiinistrative Procedures for Inddsirial Radzagraphy Program.

0400-20-08-.11 | Bhielded Room X-Ray Radiography

0400-20-08-.12__ | Reporting Requirements - T
0400-20-08-.13 esen
0400-20-08-14
0400-20-08-15 keep Ao Requirements
0400:20-08-16 wle RHS-8-35: Radiographer. Certification
| Chapter Number | Chapter Title ,
1200-52-08 | Radiation Safety Requ]rements for Industrial Radlography -
Rule Numbéer | RufeTitle ‘ | e
§5-7038 {duly 2010) 1 RDA 1693
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1206-02-08-.01 Purpose
1200-02-08-.02 Beopa
“1200-02-08-.03 Definitions:
1200-02-08-.04 Equipment Control

1200-02-08-.05

Personal Radiation Safely Requiremants for Radiographers and. Radiographer's Assistants

1200-02-08-.06

Pracautionary Procedures in Radiographic Operations:

1200-02-08-,07

1200-02-08-.08

Minimum Subjects to be Covered in Training Radiographers.
Cabinet Radlography ,

1200-02-08-.02

-Fluo:

dsoopic Radlography

120002-08-.10

Required Administrative Pracedures fof Industrial Radiography Program

1200-02-08-.11

Shielded Room X-Ray Radiography.

1200-02-08-12 | Reporfing Requirements
1200-02-08-13. | Reserved e e
1200-02-08-,14 Reserved |

1200-02-08-.15

_Recar&keepmg Reguiremenits

1 1200-02-08-.16

Sohedile RHS 8-35; Radiographer Cettification

(Place substanios-of rules and othiér infd here, Statutory authority must be given for edch rule chahge. For
vt govist 360413

information an forrratting rules go to i

Repe)

Chapter 1200-02-08 Radiation Safely Requirements for Industrial Radiography is répedled.

Authority: T.C.A, §§ 68-202-101 ¢l seq., 68-202-201 el seq., &nd 4-5-201 etseq.

16%@&20 G& ﬂ't

0400-20: GB-;Q&

{400-26-08-,06
0400-26-08-.07

Minimur Subjects To Be Govered in
“Training Radicgraphers

“fot Rﬁdaograxihsrs and Radlograptier's

-20-08- 12
0400-20-08- 13
0400-20-08-14

.15
0400-20-08-.16

New Rules
Chapter 0400-20-08
Radi‘at:on Safety Requirements for Industrial Rad iography
Table of Contents

Puipese 0400-20-08-08:  Cabingt Radiography

Stopa B400-20-08-09  Flusroscapio Radishraphy

Deflnitions -0400-20:08-3¢  Reguired Adrvlnisirafive Prodedures for
Equipment Sarileol industifal Radiogrphy- Program
-Personal ation Safely Reduirements '3400'20 {0819 Shielded Roomn X-Ray Radiography

Reporiing Requirgmeiits
Resbrvat

‘Regaived
'Recmdkea‘ping Hediianisnts.

Schedvle RHS 3.35: Raﬁ:pgrapher

‘Gortification

subsﬁiuflen for othier appheable prows;ons of these régulataﬁné

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

The regulations in_this Chapter apply to all licensees or registrants who use sources of radiation for Industiial

radiogiaphy. Mothing in this Chiaptershall apply to-the us¢ of sources of radiation in the healing arls.
BS-7030 (July 2040)
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Authotity; T.C.A. §§68-202-101 ol s8q,, 68-202-201 et seq. and 4-5-201 et seq,

()

@

)

4)
®)
®)
@
®

®

- (1o}

(1Y

+200-02-68-.08 0400-20-08:

-appropriate, the results of internal inspections, new procedures or efuiprment, |
-accidents or errors that have been observed, and should-also provide oppartunities for éMmployees to-ask:
safsly qusstions and receive answers to thelr safety questions,

{14 Defiivitions.

“Annual refresher safety iraining means a review conducted or provided by the licensee or ragistrant for

its employges on radiatioh safety aspects of industrial radlography The review inay include, as

sWw-or revised ragulatiots,

"Assogiated equipment® means equipment that is'used in can;uncnon witti 4 radiographic exposure device

to make radiographic exposures that drives, guides o comes incantact with the source (e. g.. guide tube,
control titbe, cotitrol (drive) cable, removable source stop, ¥ tube-and collimator) when itis. used &s an
exposure head.

“Cabinet radiography” means industrial radiography using radiation machines. in.an enclosed interlocked
‘cabinet in which:

(@)  The radiation machine will not-operate unless all openings are closed with interlocks activated.

{by  The cabinet i¢ o shielded that every losation on the extencr meets the conditions for an
unrestricted area as defined in Ghapter & 55

®) The gablnet is 50 constructed or arranged a5 to exciuds the entranice of any part of the bcdy of an
individual durmg irradiation.

{d) Baggage entrance and exif openings of airport baggage systems need not be interlocked. Al
other openinigs in these systems shall be intetlocked. The operator shall be present during
operation. o ensire no individual enters the devige fhrough the baggage entrance -or exit
epenmg(s)

“Ceriifying enfity’ ineans an independent semfylng organization meeting the requirsments in Appendix A
o 10 CFR 34 or an Agresment Siate- meetmg the requirementé in. Appendis A to 10 GFR 34 {see
Schedule RHS 8-36, Rule 4200-05-08-48 D400:20.08:

“Collimiator” figané A radiation shifeld that is placed on the end of the guide tubs or direstly onto a

radiagraphtc exposure device fo restrict the size of the radiation beam when the sealed source is cranked
into position to makea radiographic expostre,.

“Control (drwe) cable” means the cablg thet Is gonnected to the source gssembly and used to diive the
source to‘and from the exposure locatian.

“Control drive mechanism® means a device that enables the sourcs assembly 1o be moved to and from
thie expusure devive:

"Gonfrol tube’ means a protechve sheafty for guiding. the control cable. The control tube connests the
gonteol diive mechanism to the radiograph;c exposure device,

*Exposure higad” means a device that locates the gamma radiography sealed source in the selected
working position, (An-exposure head is aleo known as-a "source stop” 3

“Figld station” means a fagility where licensed or registered material may be stored: of used and from
which equipment.is dispatched

“Guyide tube” (or “projaction sheath”) means a ﬂex;ble or rigid tube (e, "' tube) for guiding the source
assamb!y and the attached control cable from the exposure davice to. the exposwre head. The guide tube
may also incliide the connections nesessary for attachment-to the exposure device and to the exposyre
head.

S8-7039 (July 2010)- ' 3 RDA 1893
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{12) ' “Hands-on experience” means éxperience in all of those aréas-considered to be direclly involved in the
radiography process.

{13)  ‘“Independent certifying organization” 1
appendix At010 CFR 34-(see Ruls 42

's an mdependem orgamzaﬁon that meets all of t’ne griteria of

K14 ‘flndustlriat.E'adiagtapﬁy’? means an examination of the structure of materials by the nondestructive
method of ufilizing ienizing radiation to make radiographic images.

443118) Permanent radiographic installation” .means an enclosed shislded room, cell or vault, not located at a
temporary job-site, in-which radiography is performed.

5316} Personal supstvigion” means supervision with the radiographer:
{a) ihéf(siacaﬂy present at the site where sources of radiation and assoclated squipient are being
5
by  Obsérvingthe radiographer's agsistant’s performarice; and
{¢) i such proximity that immediate assistance can be given if required.
{817V Pragtical examination” means & demohstidtion through practical dpplication of the safety rules and
principles in-industrial radidgraphy including use of all appropriate equipment and procedures.

HH18) Radiographer” means any individual who pertorms or who, I atieriddneg 4t he site Where the
radiographic exposure devices arg being used, personally superv‘ises industrial radiographic operations
and who 18 responsible o the licensae or registraht for dssuring compliance with the requiremenis of the
Division’s regulations and the conditions of the license or registration,

318) Radiographier cerifioation” means. Written: approval receivad from .a oerifying amify s”tating that an
individual has satisfagtorily mat certain established radiation safety, testing and experience criteria.

Q%@%"Radmgraphar‘s assistant’ means any individual who under the dirést supervision.of a radiographer, uses
" radicgraphic exposure devices, sealed sources or related handling tools, or radiation survey instruments
in Industrial. radiography.

{E0M21) Radiographic axposure device” (also called a ‘camiera’ or'a ‘projector’y means:
(a) Any- instriment having a sealed source ih which the ssaled sourcd or shislding thersof may be
Tioved or otherwise changed from a shislded fo unshieldad positioh for plirposes -of making a
radiographic eXposure; or

{6} Any-apparatus that may prodice, when the assosiated Gontrols aré. aperated, oie-of more forns
of radiation Used for making a radiographic exposurs.

23" Radiographie aperations” means all activities assosiated with the presence of soUFces of radiation in a
radiographic exposure device during use of the device of transpoit {except when being transpbrted by a
Gomirion of contract transpmt), to include surveys to Gonfirm the adequacy of boundaries, sefting up
eguiptent and any aotivity inside restricted area boungaries.

@@g@;@}:‘s«wh@ means 2 ibe through which the radioactive source tfave s when ingide a rad:cgraphzc exposure
- deviga,

{33241 Shielded pasttion" means the location within the radiographic. expasure device or souree changei whete
T the sealed sourcs is sectited and restricled from miovement.

5"Shielded room %-ray tadiography” means industrial radiography using radiafion machines that s
conducted in an enclosed room.

$5-7039 (July 2010) 4 RDA 1663
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81" Source assembly” ineans ah dssembly that consists of the sealed source and a connector that altaches
the source 1o the control table. Ths source assembly may afse include a stop ball used fo seoure the
source in the shielded position,

{£8)(27y"Source changer™ means a device designed and used for replacement of sealed sources in radiographic
exposyre devices, including those also used for transpar{ing and storage of sealed sources,

CED[28) Storage: area” means any location, facfhty or vehicls whieh is used to store or 0 -secure a radiographic
exposure-device, a storage container or a sealed source when it fs not in use and which is locked or has

a physicaf barrler to prevent accldental exposure, tampering with or unauthorized removat of the deviee,
container or source:

)'Storage container” means a container in which sealed sources are secured and stored.

0) " Temporary job site” means a location where industrial radiography is performed and where: licensed or
" reglstered material may be stored sther than the losation(s) of use authorized on the speciflc licenise or
regisiration.

\, §568-202-101 et seq., 68-202-201 et'seq. and 4.5-201 et soq.
4 0400-20-08+.04 Equipment Control.

(1Y Limits on fevels of radidtion from storage containers and source.changers:

The maximum exposure rate fimits for storage contalners and source changers are 200 millirem (2 '
millisieverts) per hour at any exterior-surface and 10 millirem (0.1 milllisieverts) per hour at 1-meter from
any exteriorsurface with the sealed source In the shisided position.

@) Locking of radiograghic exposure —.dev:ces.- storage containers-and soutce changers:

@& Each radiographic exposure device shall have a lack- or outer locked -container designed o
pravent unauthorized or aceidental production of radiation or removal of a sealed :source from its
shielded position. Each radiographic exposuré device or storage container shall be kept locked
{and if a keyed:ock, with the key rémoved at-afl timss) when not unider the direst surveillance of &
rad;ographer or g radtographers assisfant axcept at permanant radnographm irtstallahens as
stated in paragraph 42 8 (1) af k! {38 Bf
operations a sealed source assembiy shall be
souree s returned-{o that positieh.

d in the shislded position ‘each time the

B ‘Edch sealed source storage containgr and source changer shall have a lock or cuter locked
-centamer deszgned tv preveﬁt unautherazed or: accldentai remegai ﬁf the- sea!ed sem‘:se from its

rkmk with the key removeﬁ at afl. tsmes) when comaming sea!ed sources. except when under the
direct surveillance of a radiographer of a radiographer's assistant:

3 Storage precautions:

{a) Locked radiographic :expasure devices, .sourge changers and storage containers shall be
‘physically securéed 16 prevent tafpering with or removal by tnauthgrized persons.
(B  The licensee shall store liconsed material in & manner that will minimize dangér from expiosion or
' fires,
{4 Radiatian survey instrumenits:

&) The licensee or registrant shall maintain sufficient calibratet and opgrable. radiation. survey
. instruments af each loafion where sources aof radiafion are present to make physical radiat{on
swveys as required by this chaplter and Chapler 428 & Qéﬁ&-ﬁﬂ ﬁ& SE-SRRE- g
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(by

{¢)

instrumentation required By this paragraph shall have a range such thet 2 millirems (0.02
miflisieverts) per hour through 1-rem (0.01 sievert):per hour can be measured,

Each radiation survey insfrument shall be calibrated:

1 At energles appropriate for use and at intervals not to exceed six 6 months and after
each instrument sérvicing, except for battery changes.

2. Such-that accuracy within plus or-minus twenty 20 percent-{£20%} can be demonstrated;
and

3. For linear scale instruthents, at 2 points located approximately one-third and two-thirds of

full scale on -sach scale; fm fogarithimic scale instruments, at mid-range of each-decade
and at 2 poinis of at least orie decade;-and for digital instruments; at 3 points between 2
and 1,000 millirems (0.02 and 10 millisisverts) per hour.

In accordange with Rule 4208020845 { 00845, the ficenses or registrant shall maintain
records.of-calibrations, dates and results thereof for mspectlon by the Division for {res 3 years
after the date of calibration.

{6)  Leakiesting, repairing; tagging, opening, madifying and replacing of sealed sources:

{a)

(b

(@)

(@

(e)

U

sealed source Storage. posilion, or other dpprapriate measutir
approved pursuant to 4200:02-10-14 g

_d:spesed of in accardance with Division regulations. Two cepses of a report stiall bie filed wnthm

‘The replacement of any sealed source fastened to or contained in a radiographic -exposure

device and leak testing, repalr, tagging, opening or any other modification of any sealed source
shall be performed only by persons specifically authorized to do so by the Division; the U.S.
Nuclear Regulatory Commmission, orany Agreement State.

Edch sealed source shall be tested for leakage at intervals not to exceed sik 8 .months. In the

absence of a cetlificate from a transferor that a testhas begn made within the ahz § months piior

1o thé'transfer, the sealed source shall not-be put into use until tedted.

The leak test. shall be capable of detetling the presence of 0.005 microcurie. of removable

contamination on the sealed source, An acceptable leak test for sealad sdurces in the
possession of a radiography lieelises would be 1o tést at the nearest atcessible. point to the
i by a procedure fo be

{B) (e}

foak test results shall identify-each sealed souice and its container by serial number and shall be

‘kept in units of microturies or disintegratiohs per mihuta (dpin) and maintained for inspection by

{he Division for thres 3 years after the test is made.

Any test conducted pursuant to Subipariigrashs (b) and (c) of this paragraph that réveals the

prasence of 0.005 micrdcurie or more of removable radioastive material shall be -considered

evidence that the sealed source 6 jeaking, The licensee shall inwinedistely witlidraw the
equiprment involved frony use and shall cause it to be décontaminated and repaired or o be

A sealed souiros thal is not fastened fo or coritained in & radiographic exposure device shall have

permanently attached to it @ durable tag at least é4e 1 inch (2.64 centimeiers) sq{;zare baaring the

conventional fadiation caution -symbol, as desciibed in Chapter 4208 (:08, and at

least the instructions;

“DANGER - RADIOACTIVE MATERIAL = DO NOT HANDLE
NOTIRY CIVIL AUTHORITIES IF FOUND"

Each exposure device using depleted uranium (DU shielding and an ‘§' tube configuration shall
be tested for DU- contamination at intervals not to exceed 12 months, The analysis shall be

$8-703¢ (July 2610) 6 RDA 1693:
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capable of detecting the Presence of 185 Bq (0.005 microcuriss) of radipactivé material. on the
test sample and shall be performed by a person spegifically authorized by the Division, the U.8.
NRE or an Agreement State to perform thie analysis. _

1 Should such testing reveal the presgnce of 185 By (0.008 microcuiies) of more of
removable DU contamiiation, the exposure device shall be refnoved from vse unfil an
evaluation of the wear on the S-tube Has been made. $hotild the evaluation réveal that
the S-tube is Worn throuigh, the device may not be used again.

2. DY shislded devices to not have to be tested for DU contamihation while i storage and
not in use. Before using or transferring such.a device however, the devicé shiall be tested
for DU contaminatien if the interval of storage ekceeded 12 months.

&) Quarterly inventory.
Eath licehsee of registrant shall conduct a quarterly physical invantory to aceount for all sources of
fadiation received and possessed by him. The records of the ifivenitofies shall bé maintained for e 3
years from the date of the inventory for inspection by the Division. The records shall ihclude the
quantities and kinds of radioactive material, location of all sources of radiation, and the date of iriventory.
Each sealed sourée and each radiographic Exposire dav;ce shall be identifisd by setial number.
{7 Utilization logs.
(a) Each flcenisee or registrant shall maintain, at the address specified in the Jicense or registration,
‘ current utilization logs showiny for each source of radiation the' following information;
1, A deseription {make, model and serial humber) of each radiogtaphic exposure device o
trarisport or storage container in whigh thg gealed sowrse is located;
2. The identity and signature of fﬁé.ra;dibgraphef—‘tb whom assigned; and
a The planit or site where used aiid dates of yse, including the dates removed and féturied
to storage:
&) In accordabce with RBals 4206028
' retalts the logs required b
a3 yeats after the fog made
(6)  Locations (plantor sife) whisre used 4nd dates of use,
{8) inspection and maintenance of radiographlc exposure devices, source changers, transport and storage
. containers, associated gyuipment and survey lnstruments,
(&) ‘Thi licensae shall pefform visual and operability chesks on survey meters, fadiographifc exposure
" devices, transport and storage containers, associated equipment and -source changers prior to
use sach day the equipment is Used to ensure that the equipment i in good workihg ¢omditian,
that the sources are atequately shielded and that required labaling is present. ‘Survey Instrument
opsrability shall be performed using check sources or other appropriate means. [f equipment
probleims are found, the equipment shall be removed from service untll repaired.
(o)  Thelicensee -‘sh"aii have written procedures for:
1. lnspechon and routine maintenance of radiographic exposure: devises, seurca changers;
associated equipment, transport and storage containers at intervals not to-excesd #use 3
months, or before the: first use thereafter, to assure proper functipning of components
important to safely. If equipmerit problems are. found, the equipment shall be removed
fiom service undl repaired,
887039 (July 2010) 7 RDA 1863
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©)

£10)

2, Inspettiod and maintenance necessaly fo maintain the Typé B packaging used io
trahspoit radioactive materials. The. inspection and malnlehance program shall include
. progedures 1o assure that Type B packages are shipped and maintained in accordance

with the certificate of compliance or other approval.

Pertignént radiographic installations.

&

(b}

{&)

rinimum criteria;

(@

(o)

Each enfrance that is used for personnel accéss to the high radiation aféa in-a permangnt:
radiographic installation shall have both visible and agdible waring signals to warh, of the:
presence of radiation. The visible signal shall be-actiatéd by fadiation whenever the scurce is.
exposed of & radiation area is generated. The audible signal shall be actuated whisn an attefpt.
is mads fo enter the instaliation while the source is exposed or a radiation area is generated,

Thee alarm system shall be fested for proper operation with a radiation scurce each day- before the
installation is used for radiegraphic operations, The test shall include s check of both {he visible
ahd audible s igrials. Entranse conirol devices that reduce the radiation level upon eritty-shall be
fested monthly. If an entrance control device -or @n alarm is opérating improperly, it shalf be
immediately labeled as defective and repaired within $evesn 7 calendar days. The facility Fiay
continue to be ysed during this seven-day périod provided the ,licensee imp!ements the
cotitinuous. surveilfance requirements of paragraph 4z : . ;
and uses an alarming ratemeter. The licenisee or registiait shall retam recards of these'tesﬁs fot

Hsne S years for Inspection by the Division,

;Perfo*rmance requirsments for sealed source radiographic expusurd devices and associated sguiprient.

zing radioastive. material tuged i industyial radingraphic qperat{ons shall miest the following

Each fadlographic expostire device and all associated equipment shall meet the requirements
spegified in American Nafional Standard N432-1980 "Radivlogical Safety for the Design and

-Canstmche_n af Apparaius for Gamma Radiagraphy, (pubhshed a8 NBS Handboak 138, issued

-1001:8(—1’; sz) An app!scant or %zcens.ee may submii engmeermg analyses io dei ,on "trate

the: applicability of previously performed testing -on siilar fiidividual radiography B
gomponents: Upon review, the Division may find this an scceptable alternative to actual ta!
of the component unider the above referenced standard: :

In addition to the requirements spgc;fred nbave. in subparagraph (a) of His. Hah, the
following tequirements -apply o radiographic exposure devices, sﬁurce changers, sc:urce
assemblics and sealed sources,

1. The licensee shall ensure that each radiographic exposure- device has altached to it a
dutable, legible, -clearly visible label beating the:

()  Chemical symbol and mass number of the radionuclide in the device;
i) Activity and the date on which-this activity was last measured;

{fif  Model {or product code) and serfal number of the sealed source;

(v)  Manufacturer's idenfity of the sealed source; and

(V) Licensee’s name, address and telephone number.

2 Radiogrephic exposure devices intended for use as Type B fransport, confamers shall
meet the applicable requirements of 10 CFR Part 71.

§8-7039 {July 2010) 8 RDA 1683:
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3 Modification of radiographic ex;aosure-devices,» source changers, and source assemblies
and -associated equipment is prohibited, unless the design of any replacement
component, Including source helder, souree assembly, controls or gulde tubes would not
compromise the design safely fealures of the system,

{e) In addition to the requirements specified abwa In subparagraphs (a) and (b) of this raphi
the: following requirements. apply to radiographic éxposure devices, sourcé assemblies and
associated equipment that allow the sourcé to be. moved out. of the device for radiographic
operations of fo source changers.

1. The coupling between the source :assémbly and the control cable shall be designed In
such a manner that the source asseimbly will ot becoivie disconnacied If cranked dutside
thé gulde tube. The coupling shall be such that it cahhot be uiintentionally disconnected
under normal and reasonably foreseeable abnormial conditions.

2. The device shall autoratically secure the source: assembly- when it is gratiked back into
the fully shielded position within thé devige. This securiiig syster may only be reléased
by means. of a deliberate operation on the expostre device.

3 The outlet fittings, lock box and drive cable fittings on each radiegraphia exposure device
shiall be equipped with safety plugs or covers, which shall be installed during sterage and
teansporiation fo protect. the source agsembly from water, mud, sand of -6ther forelgn
matter.

4. @ Each sealed source or solicé assembly shall have altached to it or engraved on
it, a dursble, legible, visible label with the-words:

“CAUTION (or "DANGER")-RADICACTIVE,”

(i} The label may not infeifere with the safe operation. of the exposure. device or
-assogiated squipment.

5. The guide tube shall be able 1o withstand a crishing test that clossly approximates the
crughing forces that aré likely t& be éncountered during use, and be: able to withstand a
kinking resistance fest that closely approximates the kinking forces that are likely to be

gncouiteréd during use.
8. Guiide tubgs shall be used when. moving the souroe out of the davics.
7. An expasura head or similar device desighed to prevent (he sburce assambly from

passing out of the &nd of the guide tubs shall be attached to the outermcst end of the
guide‘tube during ihdustrial radiography operations.

8. The guide tube exposure head conhedtion shall be ablé to withstand the iensiie tfost for
oontrel units spedified in ANSI N432-1680. .

8, Soures changers shall provide a systeri for ensuring that the souifoe Wil net be
accldentally withdrawh from the changer wihen conndeting or disconnecting the diive
cahlé-to of fram a soured dgsembly.

@ Al newly manufactured radiographic exposure devices and associated equipinent acquired by
licensees after January 10, 1692, shall comply with the. 'réquiteiﬁerits of this paragraph.

(8) Al radiographic exposre devices and associated équipment in use after January 10, 1998, shail

' comply with the requitements of this paragraph.

{f Notwithstanding subparagiaph (19)(a) sheove of this nde equipient used in ihdostrial
tadiograiphic: operations rieed not comply with §8 9 2{c) of tha Endurance Test in Afmerican
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Natfional Standards Institute N432-1980, if the protolype equipment has been tested using a
torque value representative of the torque that an Individual using the radiegraphy equipment can
realistically exert on the lever or crankshaft of the drive mechanism,

Labeling, storage and transportation.

(&)

{b}

(@

()

The licensee may: net use a source changer or a container to store ficensed material unlass the
source changer or the storage container has securely attached to it a durable, legible and ciearly

visible label bearing ‘the. standard trefoil radiation caution symbol in conventioral cokrs, i,

magenta, purple or black.on a yellow. background, having a minimum diameter of 25.mmy, and the
wording: .

CAUTION (or “DANGER")
RADIOACTIVE MATERIAL
NOTIFY CIVIL AUTHORITIES (or "NAME OF GOMPANY")

The licensee shall mot fransport licensed material unless the material is packaged and the
package is labeled, marked and accompanied with appropriate: shipping papers in accordance
with regutations set out I 10 CFR Part 71.

Locked radiographic exposure dévices and storage containers shall be physically secured to
prevent tampering or removal by unauthorized personnel. The licensee shall store licensed
raterial in a ruanner that will rinimize danger-from explosion or fire,

‘The licensee shall lock and physically-secure the ransport package containing licensed material
h the transporting vehicle to prevent accidental loss, tampering: or unauthorized removal of the

licénised materdal from thevehicle.

Authority! T.C.A, §868-202-101 ef sey., 68-202-201 et'seq, and 4-5-201 et-seq.

Asslstants

()

@

1. Has beer instrircied inthe subjects outlingd 15 4

808 Personal Radiation Safety Requirerents fof Radiographers and Radiographer's

Training.

The licenses of registrant shall hot permit any individual to ast as. a radiographer as defined n

this Chiapter until such individual:

has demonsirated understanding theteof by successtu compietaon of a written test and a
fisld examinafion on the subjests covered that has been approved by the Division;

2. Has réceived copies of and instruction in:

) The'reguiations contained in this Chaptar;

(i} Tha applicable: fules of & apter DAO0-20-08 and 420002

{il License or fegisifation nand‘itibﬁs; and

(i)  The licensed’s or fegistrant's operating and efergency progedures and shall
fiave been tested in a manher approved by the Division to demonstrate
wunderstanding thereof, and

3 Has physically demonstrated comipetence to use ihe-sourges of [r‘:_afi{;!‘iati;‘:h, related
handling tools, and suivey instruments that will be employed in his-assignment.
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{¢)

The licensee or registrant shall not permit any individual to act as a radiographers assistant as
defined in this Chapter untll such individual:

1. Has received copies of and Instruction in the licensee’s or registrant’s operating and
emeargency prosedures and shall have been fested In a manner approved by the Division.
1o demonsirate understanding thereof; and

2, Has physically demonstiated compelence to use, under the personal supervision of the
radiographer; the sources of radiation, related handling tools, and survey instrurrents that
will be em@%oyaei in His assignment,

Each licenses of registrant shall maintain the following records of training and certification for
thran 3 yoars affer the record is made for inspection by the Division.

1, f%az:ords of training of sach radi Qgi‘aphéf and sach radivgrapher’s assistant. The record
shall Include radivgrapher certification documents and verification of cerlification stalus,
coples of written tests, dates of orat and practical examinations, and names of individuals
conducting and receiving the oral and practical examinations; and

2. Records of annual refresher safely baining and sembannual inspections of job
performarnice for each radiographer and each radiographer's assistant. The records shall
list the topics discussed dwring the refresher safely raining, the dates the annual
refrasher safely tralning was conducted, and names of the instructors and aftendees, For
inspections of job performance, the records shall also include a list showing the ftems
checked-and any non-compliance(s) observed by the radiclogical safely officer.

‘Whenaver a radiographer’s assistant uses st;surce - ef radsaiion or related handﬁng tams or
corrducts radiation surveys required by 508020 § aph (3)(b} of Fule B400-70:08-
48 to determing that the sealed source has retmned 'ta the shcelded pasition after au exposure
he shall be under the pérsonalsupervision of a radibgrapher.

{2)  Operaling and emergency procedures. The ficensee or registrant shall submiit to the Division a copy of
surrant operating and emergency procedurey pri::sr to the issuance or rerewal of a license or registration.
The licensee or registrant shall retain a copy of the operafing and emergency provedures. until the
Division terminates the license. or registration that authorizes the activity for which the procedures were
developed. if the operaling and emergenoy procedures are superseded, the superseded procedures
shall be retained by the Hcensee or registrant for Hhres 3 years after each change. Thesse procedirss
shalt include specific instructions in at least the following:

(a) The handling and use of sources of radiation to be enployéed such that no indwxiu { shall be
ex sed i{; fadzaﬁm doses in excess of the fimils established in Chapter 42000808 $4( Bii

(b} Methods and occasions for conducling radiation suiveys,

{c) Mathods for controliing access o radiographic areas;

{h Methods and occasions for locking and sedufing sourzes-of radiation;

{e) Personnel moritoring and the use of personiel monitoring equipment;

4] Transportation to fleld lotations, incliding packing of sources of radiation in the vehicles, posting
of vehitles and contio! of sources of radiation during transpériation;

{g) Minimizing exposure of individuals in the event of an adtident;

{h The procedure for notifying proper persons in the svent of an accident;

(i Maintenance of records;
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The inspsction and maintenance of radiographic exposure devices and storage containars; and

Steps that shall be takén immediately by radlographic personnel in-the event a pocket dosimeter
ig found to be off-scale,

{3)  Personnel monitoring.

(@)

by

@®

C

(&)

)

inspection by the Division for i

Hetsrmination shall be: included. in {he records maintained in accorcianca with Rule 42860288

darhaged, the worket ‘shall cease work immadia

The ficensee or fegistrant shall not pérmit any individual to act as a radiographer or a
radiographei’s assistant unless, at ail times during radiographic: eperations, each individual
wears, on the trunk of the bedy, a diteét-reading dosimetér, an operating afarm ratemster, and
personnel dosimeter that is processed and evéluated by an accredited National Voluntary
Laboratory: Accraditalion Program {NVLAP) processor. At. permanent radiography installations
where other apptopriate alarming or warning devices are in rolfine use, the wearing of an
alarming ratemeter isnol reduired.

1. Pocket dosimsters: shall have a range from Zerd to 2 millisieveits (200 millirems) gnd
shall be recharged at the start of each shift. Elecironic personal dosimeters may only be
uged nplace of ionchamber pocket dosimeters. .

2. Each persennel dosimeter shiall be-assigned to and worh only by onie individual.

3 Film badges shall be replaced at periads not fo axcded gea 1 mionth and dother personnel
dosimaters: procsssed and evaluated by an accredited NVLAP processor -shall be
replaced at periods nof o exceed #Hiwxas 3 months,

4, After replacement, sach personhel dosimeter shall be processed as sodn as possible.

Dtrest reading. desimeters such as. pocket dosimeters oi-eléctronic personal dosimeters shall be
d the exposures fecarded at the beginnihg-and end of each shift. i accordance with Rule
4 B 0400200818, the licensea or redistrant shall maintain each récord of these
expasires for mspectmn by the iDNrsLon for Yiee 3 years after the fécord is madeé.

Pocket dosifeters, of glectronic personal dosimeters, shall'be checked at periods hot to.exeeed
12 ponths. for correct response to radiation. -Acteptable dosimeters shall read within phis or
friinus 20 percght(;ge’ﬁ&%} of the tiue fadiation exposure. Th acoordanée with Rols Ed 4,
20:08.15, the figensee or registrant shall maintain each record of hése exposures for
36 3 years after the record is made.

if an msiwiduai‘s pocket chamber is found to be off-scala or' if his or her slectionic pérsonal
dosimeter resds greater than 2 millisieverts (200 millirems), and the possibility of radiation
exposure cannot be ruled out as the catise, the individial's personnel dosiméter shall be sent for

processing within 24 hours. In addition, the individual may ot resume work assoctated with

ficensed material dse until a determination of the ndividual's radiation exposure has been made.
This determination shall be made by the RSO or the RSO's designee. The resuits of this

45 B400-30:08. 145,

If the personnel dosimeter that is reqwred by silbparagraph (a) of this sastion ga
unili @ repiacement ¢
meeting the reguiretnents:in gabparagraph (a) of this Baragagh is provided ahid the &%
caloutated for the-time period from issuance to loss o damage of the parsonne! dosime .
resulis of fhie calculated ex;josure and {he persod fcr which the persannei dosimater Wa‘ lost of

Dosimetry reports received frorn the acaredued NVLAP perserinel dogimeter processor shall be
retalned for imspaction by the Division in accordance with Ruje 4 2 £ «m 11 5
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{8

()

{g) Each alarm ratemeter shall:

1. Be checked to ensure that the alarm functions properly {sounds) before using at the start
of-each shiff;

2. Be set to give an dlan sighal at 4 presst dose rate of 8 mSvihr (500 mremfir); with an
accuracy of plus or minus 20 parcent of the true radiation dose rate;

3. | Reduire-special means to ¢hange the preset alarmy function; and

4. ‘Be calibrated at pariods not to exceed 12 months for correct fesponse 1o tadiation, The.

ihcensae shall mamtain records of alam ratermaler calibrations 0 dccordance with Rule.
Faeh . ARG : '; .

Gondusting industiial radiegraphic opetatioris.

(&) Whenever radiography is performed .al & locafion othier than & permanent racimgraphic
installation, 4t teast ope other qualifisd rad "'apher 0 ‘an mdmduai wilo: has st & minimum. mat
the requirements. of paragraph $268-02:  (3) of Rule 8400-20-08-07 shall accompany the
radiographer. The additional qualitied mdw:duai shall observe the operations and be capable of
providing immediate assistance to prevent urauthorized enfry. Radfography shall not be
petformed if-only ohéqualified individual is present.

{6}y  Reseved.

Radiation safety officer (RSO) for ingustrial radiography:

The RSO shall ensure that radiation safely activities are being performed in acdordance with approved
procedures and regulatory réquire_meiﬁgs in the daily oparation of the licghsee’s of régistrant’s program,

{a) The minimiim quahficatms; training and experience for RSOs for industral tadiography are as
follows:;

1, Ccmpiet;o 1 of the trat?fmg and testing requirements of 420042

i 2000 hours of hands-on experience as-a qualified radiographer in mdusiriat tadiographic
operations; and

3. Forsal training in the establishment and maintehance-of a radiation profection program:
Supervision of radiographiers’ assistants.

Whehever a radiographer's assistant uses radiographic exposure devide: dted: equipment or
sealed sources of condusts radiation surveys required by subparagraph (3)b) of Rigde
0400-20-08- 08 to. determing that the sealed sourcé has refuméd o the shielded position after an
éxposire, the assistait shall be under the personal Supervision .of a radiagrapher. The personal
supsrvision shall include:

{a) The radicgfaphe’s physical presence at the site where the sealed sources are being used,
{b} Theavailability of the radiographer to give immediate sssistance if required; and

{c) The radaographer 5 d:rect obsewaiton of the asszstant s pérformance of the pperations referrad to
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3)

Bacurity.

During each radiographic operation the radiographer. or the other individual present, as required by

subpafagraph WM (4)(3) _»- Ry i { ﬁﬁa {}wﬁ shail mamtam commueus direct muat

Chap:ter 4 /
jocked-and the re uaremeriis of pa;agraph =4

Posting..

Areas in whieh rad:egraphy i& being performed shall be consplcuously posted according to the standards
set-aut Iy Chapter 4 04002608 without exceptions.

Radiation surveys and: survey records.

(@)  Thelicensee or registrant shall ensuré that at least one calibrated and opérable radiation.survey
instrument is available:

1. Atthélocation of its Fadiographic operations: and

2 At the storage area, as defired in 4 : ; Roule, BA00-20.08-13, whenever a
madivgtaphic exposura:device, a stérage container or source is being piaced instorage.

{b) After each exposure, the licensée of registrant shall ensure that & survey with a calibrated and
opefgble radiation suivey instrurmélit s mdde to defermineg that the séaled souisé hak beéh
retiirned 16 its shislded position or that the radiation from the radiation machive: Bas besh
tarivinated. The éntive cirdumference of the. radiographic exposure device shall bs surveyed. i
the radiographi¢ exposure device has & soulce duide tube, the. strvey shall indlude the guide
{ubs. The. survey shall determine that the Sealed soufee has fetunied fo ils shielded. pos:tion
befare:6xchanging films; feposilioriing the expesure head or dismantling sglipmart;

€y Any time the source is éxchanged and whenever a fadiographic exposurs ciewice is placed in a
storage area, thig licensee shall ensure thatf a survey with & calibrated and opésrable radiafion
survay instrurient is. made to determine that the sealed $oufce is in'its shielded position. The
‘entire ciréumference. of the radiographic exposuré device shall be surveyed. The results of the
last storage survey of the workday, requ:red by this subparagraph €63, shall he retorded and
fetained for {8566 3 years.

{d) ‘Records shall be kept of thé duration of each radiographic exposure and the number of
exposiires made. In addition, for each radiographic exposure employing a radiation machine the
yoltage and cirfent used shiall be noted, These records shiall be maintained for i 3 years for
inspection by the Division and for field work gy be kept on the arga strvey form..

&) Esich ligéhses o fegisttant mnductmg industrial- radm?raphy at a temporary job-site shall have
thé following docliments available-at that site for inspaction by the Division:.

1. Appropriate license of registration;
Opérating and emergancy procedures;

Applicable reguiétibh.s;

Survey records required pursuant fo 43 08-{6 fhis ruls and’ Chapter 4
’ﬁéﬁﬁ*z&wﬁ}ﬁ for the perioed of dperation at this sife;

& Dally pocket dosimeter records for the period of operation at the site; and
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(4)

@

3

6. The latest Instrument calibration and leak test records for specific devices in use at the
site. Acceptablé records include tags or fabels that are affixed to-the device or survey
meter,

Radiation surveys.

{8y Condust surveys wath a ealibrated and operable radiation survey msirument that meets the
requirements of Rule4200:02-08-04 f Hlilg D4 VOO

()] Using a survey instriment mesting tHe requirements of subparagraph {a) of this taragrash.
condust & survay of the radiographic exposure device and the guide tube after each expo e
when approaching the device or the gulde tube. The survey shall determine that the: sealed-
source has retrned 1o its shiglded position befare exchianging films, repositioning the exposire:
head, of dismantling eqiipment.

(] Condiict a survey of the radrographc exposure device with a calibiated radiationy survey
insfrument any time the solwes is exchanged an'd whenever a radxegraphm expasure device is
laced ina sforage area (as def’ ned m OBe-00-- Al uie 0400-20-08-08

(‘d}-

{ay
2 menths of cn—-the-aob t{ammg, and fs céntifiad thmugh a radsographer c:ertiﬂeatsan pmgram by a
sertifying enfity in. accardance with the crt’ ecified in AppendiXx A to 40 CFR 34 (see.
Séhedule RHS ‘8~38, Rule 12 ' 08 18, (Ad independent organization that

would liketo he recagmzed as = cerlifying enfity shall submzt its regitest to the Director, Office of
Nuclegr Materials Safety and Safeguards U.S. Niclear Reguiatory Commission, Washmgion
DG, 20565-0001.) and

ift aadifion, the licenges ot regasirant shall not permit any individua! fo act as a. radiographer until the
individual:

&3] Has recelved copies of and instruction in the requimments it thss chapter; in applicable rules of
' Chaptets 4% Qéﬁﬁa«zﬁ-ﬁﬁ g % : 2010, in
fegulations as. referenced in 10 CFR Pait ?1 ficenss of registratian éondifions and the licerisee's
or registrant's opeérating and emergency proeedures

() Has demonstrated understanding of the. licensee's license and dperating and -emergengy
‘pracedurés by successful complation of & written o oral exarhination dﬁiﬁériﬁg’ this material;

(=} Has vecsived taining in the use of the licensee's radiographic exposure devices, ssailed soultes,

i the daily inspection of devites and assotiated equipment and in the use of radiation. strvey
Instrigients): gz;g

{dy ‘Has démonstrated understanding of the use of radiographic exposure devices, Sources, .suniey
‘ ingtruments and assodisted equipment destribed in subparagraphs (8) and (¢} of this paragraph
by sucoessful complstion of a practical examinalion covering this ridiarial,

The licensee or regdistrant shal 't’iﬁi,pé}‘ﬁiii any ihdivid‘ua! fo adl a8 4 radivgraphers gssistant until the
individusl: h '
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{ay in this chapter; in applicable rules of
30208 G, in applicable U.S: DOT
regulataons as referenced in 10 CFR Part 71 !zcense or regastratson conditions and the licenses’s

o registrant's operafing and emergency pmcedures

{1 Has deveiaped -compstence to use, under the personal supervision of the radiographer, the
radiographic exposure devices, sealed sources, associated equipment and radiation survey
instruments that the assistant will use; and

{c) Has demonstrated understanding of the instructions provided in subparagraph {8) of this
paragraph. by "successfully completing a written test on the subjec%s covered and has
demanstrated competence in the Use: of hardware described alowe in subparagraph (B) of this
‘paragraph by successful completion of a practical examination on the use of such hardware,

)  The licensee or registiant shall provide aniual refresher safety training for gach radiogragher and
radiographer’s assistant at intervals ot to excesd 12 maonths.

{5) Excopt as provided below in subparagraph. {53(d) of ;_«wg,s.v the. vadiological safely officer or-
designee shall conduct an inspection program of the Job .performance of each radicgraptier and
radiographer's assistaiit 1o enstire that the Division's regulations, fieange requirements-and the ‘applicant's
operating-and eimergency protedures are followed. The inspection program shall:

{a) Include observation of the perforiance of each radiographer and radiographer s assgistant during
an-actual ihdustrial radlographic operation; at intervals:not to exceed six8 months; and

{b) Provide: that, if & radiographer or a radiographet’s assistant has net participated in an industrial
»radwgraphxc operation for more thar six 6 months sitice the last iﬂspection the radxagrapher shafl
demenstiaté Kiiewledge of the Tralning 'requarements af subparagraph '”* - :

this_jule and the radiographe
requirements of subparagraph 4 - (3 )(b} of this rula by a practzcat examiﬁatmn before
these individuals fan naxt parﬁeipate in a raciiagraphlc operaifan

{c) The Division may consider alternatives in those situations where the individual serves as both
ratiiographier-and radivlogical safety officer, 7

@ in those opsrations whete a single individual serves as both radiographer and radiological safety
officer and pérforms all radiography operations, an inspéction program is rot réquired..

6} The licensee shall aintain fecords of the abova iraining g
documents, ‘wiltten and- practical examinations, refresh
performance in gecordance with subparagraph 4286.0

,~,, ;_méj by fjg inciude certification

"(_7_.) The licensee shall include the following subjects required sbave in paragraph (1) gﬁgﬁg}g@

{8)  Fundarentals of radiation safety including:

1. Characletistics of gamma radiation;

2 Units of radiation doss and quantity of radioactivily;

3 Hazards of expostre to radiation;

4, Levels of radiation Trom licensed material; and

5 Methads of controlling radiation dose {time, distance and shielding);

{b) Radiation detection instruments including:

1, Uss, operation, catibration and imitations of radiation siitvey Instruments;
$58-7039 (July 2019) 16 " RDA 1693
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2. Survey techniques; and
3 Use of personnel monitoring equipment;

{6} Equipmentto be used including:

1. Operation and control of radiographic exposure equipment, remote handfing sguipment
and storage containers, including pictures or models of source. assembiies (pigtalls):

2. Storage, contrel and disposal of licensed material; and

3. Inspection and malntenanee of equipment.

) The reguirerments of pertinent Fedsral regulations; and.

(&)  Case histories of-accidents in radiography.

Authority: T.G.A. §§68-202-101 et seq., 68-202-207 st seq. and 4-5-201 et seq.

{a) ‘Received a copy ofthe operating procedures for-the uni;

{t)  'Racelved instruction in the operating procedures;

{&y  Demonstrated an understandinig of the operating procedures; and
()  Demonstrated competence in the use of the unit.

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

608 DAGD-20-08..08 Flucroscapic Radiagraphy.

Radiography ut:hzmg fluoroscopy shoild be done-only by remote cbservation; howaver if direct viewing of the
streen by personnel Is used, the registrant shall demonstrate that radiation exposure. iimfts are not exceeded.

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

Basdi} ”éﬁﬁ«?ﬁ-@@u 18 Required Administrative Procedures for Industrial Radlography Program,

(. Licensees and registrants shall have a program for training radiographers and radiographer’s assistants
and. submit to the Division for approvai a schedule or deseription.of such program that Includes the:

{a) initial fraining:
A,
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2)

®

{4)

()

(b} Periodic.training (shall be at least annual);

(6)  On-the:job training;

{dy Means.to be used by the licensee or registrant fo determine the radtagraphers knowledge and

understanding of and ability to comply withi:
1. Division regulations and licensing or registrafion requirements; and
9, The licensee’s or regisirant's operating and emergency procedures; and
(&) Means to be used by the lidensee or registrant to. determine the rad:ographer’s assistant’s
knowiedge and understanding of and ability to.comply with the licenses's or registrant's-operating

and emergency procedures;

The licensee o redistrant shall establish and submat to ihé Dwaszan far approval written operatmg and
emergency-procedures as described in 1260-02-08-08 pardaraph (2) of Bule §400.20-08- 08,

The licensse or registrant shall establish and submiit to fhe Division & description of its inspection program
adequate to ensure that its radiographers and radiographer’s assistants follow the Division’s regulatory
req,uiremenis and the licahse®'s or registrant's operafing and efmergency procedurés. The inspection
prograin shall;

@) Ihclude obiservation of the performance of éach radiographer and radipgrapher's assistant during
ari.actual radiographic operation af intervals not to exceed gix 6 months;

{b} Provide thatifa rad;egrapher ofa radiegrapher’s assistant has not partm;pated in & fadiographic
-operation for'more than s 8 months since the last inspection, that individual's performance shall
‘be observed and recorded the next time the individual participates i a radiographic operation;
and

{) Include the retention of mspecuon records-on the performance of radiographers or radiographar's
assistants for#waa 3 years,

Thé llcerises of fegistrant shall submit to the: Division a ‘description of his averall erganizational structure
pertaining to the radiography pfograin, including spacified delegations: of authority and respansibrf:ty for
operation of the program; and

The licdnsee who: desites o conduct his own 188k fests shall establish procedures o be followed in
festing sealed sources for possible leakage andior contaminafion and. shall submit to the Division for
approval a deseription of such procedures including:

(a) Instramentation 1o be used;

(b)  Method of parforming tests, e.g., points on equipment o be smeared an method 6f taking the
sriear; and

{c) Pertinent experience of the parson who will pedform the test.

Authofity: T.C.A. §§68-202-101 et'séq,, 68-202-201 &t seq. and4-5:201 et seq,

8:.11 Shielded Room X-Ray Rediography.

The anly requirerients of this Chiapter applying to shisided room x-ray radiography.-are s follows:

€
{a) All entrantes into the shialded room shall be provided with intetlocks. Affér an interlock has been
‘ interfupted, broken, of tripped, it shall be possible to causé x-rays to be priduced again only from
the confrol panel, tntarlocks shall not be used fo shut off the X-ray equiprient except. in an
ghnsrgency-of during testing.
$5-7039 (July 2010) 18 : RDA 1693
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Emsrgency shut-off swilches shall be lovated within the high radiation areas s6 ag to be
accessible to individuals fhergin within the warning petiod in subparagraphi (8) of this paragraph.
These swilches ant their mode of oparation shall be identified by & conspizucusly posted sign

-adjacent to the switch. The emeigency shut-off switches shall incltide & manual reseat that must.

be reset at the switch before ¥-rays can again be produced from the control panel, After an
emargency Shut-off switch has been activated, it shall he possible to pioduce x~fays again. anly
from the control panel. .

The interlock systern and the emiergency shut-off system shall be separate electrical andfor
mechanioal systems.

“The initerior of the shislded room shall be prowded with flashing or rotating warning lights that.

operate when, aiid only when, radiation i being produced. These iights shall be so postiioned

‘that they can be obseived fiom-any position or orightation within the room.

An audible warning signal within the room shall be actuated for of least s 10 seconds
immediately prior to the first initistion of radiation after the closing of any opemng that can admit
personhel

“The X-ray equipment control panel shall be provided with a locking device to prevent

unauthorized use. Such locking device shall, when locked, prevent the production of x-ray
radiation by the equlpment

All enfrances into the shielded room shiall be provided with a conspicuously visible warning

device, which néed not be flashing of rotating but which operates only when radiation is being
produced,

Surveys shall be made ds required in 4205.0208-4
b6, Personnel devices pro\zadmg an audible sagﬂal 3 5

for this survey. Proper operation of this device shall be checked ﬂaaly and & record mam‘,émsd of
this check. Al personnel working with the x-fay et;uipment shall be provided with sueh a devite.

This device shiall be desighed so as o clearly indicate entry info & 2 millifoentgen per hour *-ray

radiation fisid.

Al peisunnel associated with the x-ray equipment shall be provided with personnel monitoring
devices ‘that shall bé calibrated for the X-ray endrgles being— u i}ized Records of personpel
exposure shall be maintained a3 required in Chapter 3 .05,

No reglstrant shall permit any individual to operate a radiation maching for shielded rbom x-ray-
radiography until stich individual has received a copy of; instruction in; .and. demonstrajed an
understanding faperating and emeargenicy pracedoras for the ailt; and sompetence in its use.
(&es 05 subparagianhs (2)a); (0), (d)-(&), (o), (h), @Y, §) and (k) of Bus 04 G0.20-08-
[05). These OPEJ’aﬁﬂg and emergency procedures shall be submitted to the Division for approval

prior to their adaption.

All safety and wa:‘mrig deviges, mcluﬁimg interlacks and emergency shut-off switches, shall be
tested af intervals not to excesd thtes-3 months to determine that they are functioning properly.

Recorgs shall be mamtamed of all tesis,

if & safely of warhing device malfungtions, the x-ray control panel shall be lac:ked in ‘the. “off"
positiory, It shall not be used except as may he necessary for repair or repiacement of the.
malfunctioning safety or wartiing device, until the safety or warhing device is functioning properly.

Anthority: T.C.A. §§68-2BQ -101 ef sen., 68-202-201 ef seq. and 4-5-201 ot 58y

42 Reportirg Requirements

58-7039 (July 2010) 19 RDA 1693
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In addition fothe reporting requirements spacified in-othér chaplers of these regulalions, each ilcensee OF
registrant shall provide a written report to the Division at the addrass in Rule 4364 ;-4
37, within 30 days of the otcurrence of any of the following indidents nvolving ra;taagfaphlc equipment.

(aj  Unintentional digcahnaction of the source assembly from thie control cable.

{) inability to retract the source assembly to its fully shisided position and securs it if this position,

[(®)] Failure of any component (critical to safe operafion of the devige) to properly pérforin Is intended
function,

The lisensee or registrant shall include the foliong information in each report subimitted tndar

pataganl (1) of this rule:

(8  Adescription of the equipment problem.

(b)  Cause of gach incident, if known,

(¢} ‘Mariufacturer and madel humber of equipirient invalved in the incident.
(& Place, lime and date of tha incident,

{8)  Actions taken to establish normal operations.

(6] Corrective actions taken or planned 1o pravent recurrence.

(@  Qualifications of personnef involved in the ingident,

Reports of overexposure submilted under Chapter 42 Lk 32805 that involve faliure of safety
Jnents of radlog aphlo exposiure devices or associated equipment shall also include the information
g, i (2) of this rule.

Authority: "T.G';;A,-‘§§683~292‘?1{5?1 et'seq., 68202201 et seq. and 4-5-201 et sey.

$S-7039 (Jitly 2010)

L Ag Renerdkeepmg Regquiremerits.

Logstion of doguments and resords.

{g) Each licensee and registrant shall maintain copies: of Tecords required by this rule and othet

applicable parts:-of this chapter at the location specified in the license or registration,

) Each licenses and registrant shall also maintain copies of the following documents and records

sufficient to cfemenstrate compliance at each apphicable fleld station and each temporary jobsite;

4, The licerise or registration authorizing the use of licensed matérial or registered
-equipment;

2. Avcopyof “State Regufations for Protection Against Radiation;”

3 Utilization records for: each radiografahse ex;aosura device dnspatched fiom that focation as
required by paragraph 12004008 , B0: :

RDA 1693



4, Records of equ;pment problems .identified in dally checks. of equipment as required by

: paragraph 4286 4 (8) of Rule ggggzzﬂﬂs& {14, The licéngée oF réglstrant shall
‘maintain each record for thrés 3 years after it is made. The récord shall include the date-
of check or Inspection, name of inspector, equipment involved, any problems found, and
what repair and/or maintenance, if any, was done.

8. Records of aarm syétem and enfrance controi checks requlred by paragraph

each 'reccxrd for fhion 3 yea s after Itis made.

8. Retords of direct reading dosimetérs such. as pocket dasimater andfor &l tromc

personal desxmeiar‘s réadings as raquived by paragraph 426 i ; ]
20.08-08, The licensee-or registrant shiall maintain gachi record for éhm 3 years after it
is made.

7. Records. of desimetry reports received from the aﬁcredtteci NVLAP persgnnei dosimeier
‘processor a8 required by paragraph 4 18-85 i 460-20-08-06
licensee or registrant.shall maintain each record u?ml ihe D;v i

j ermmate,s ‘the license

or régistration,

B, Operating and smergenoy procedures requlréd by paragraph 4 00-02:08-05 (2) of Rule
0400:20-08-. 0 v of surfeht operating and.
emergency pwcedures until the Division termmates the license of registration,
Supeiceded mialerial shall be retairied for #izse 3 years after the change 18 made.

1A -Ewdeﬁce of the latest cahbration oftha radiation Survey instrument

m ugd at the site, as
4. The lzcensee of

regtstrant shiait mamtam gach record ferc%%asa 3 yéars: aftet‘"it is made. i
[ Evidence of the-latest calibrations of alarm ratemslers and operability checks of 'pncket
'dasameters andior electronic personal dosimeters as required by paragraph ;
: 08,05 The licensie or fegistrant shall mainitain each re ard. fm

;ms years aﬁer Itls made.

1. Latest survey records required by paragraph 4200020806 (4) b1
The licenses oOf registrant shall majntain the. tagord of each eXPos 5y Y
condicted before the device is placed in storage, if that survey is the last one performed
ir thie workddy, for #s 3 years aftet it is yhade.

12, Thé shipping papers for the trafisportation of radinactive malerials required by Chapter
J260-62:40 0400-26:40, '

13,  ‘When operating under reciprocity pursuant 1o Rule 4208624
capy of the Agreement State license authorizing the se. of i ense_

_ _ aterials and.

4. Récords of -estimates of exposures because of off-scale personal dirget reading
dosimetars: or of last or damaged personnel dosimetets until the Divigion terminates. the
lieenise or registration.

Authoreiy T.C.A. 8§68-202-101 of $8q., 68-202-201 ef sef. and 4-5-201 &t seq.

20:08-.18 Schadule RHS8-35: Radtographef Cerification,
m Reguiramiants Toi 'an independent cert:fylng organization. An mdependent cert[fymg organization shall:

{a) Be an orgamzailon such as a sogisty or association; whose members participate in, or have an
interast i, the fieids of industrial radiography;

557039 {July 2010) 29 RDA 1683
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Make.its miembership available to the general public nationwide that is not restricted because of
race; color, religion, sex, age, national origin or disabifity;

Have a gerlification program open to nonmembers, as well as members;

Be an incorporated; nationally recognized organization that is involved in setimg national
standards of practice within its fields of expertiss;

Have an adequate staff, & viable system for finaneing ifs operations anid a polacy-and detision-
making teview board;

Have 4 set'of wiitten organizational by-laws and policies that provide adeguate assurance of lack
of conflict of interest and a system for monitoring and enforeing those by-laws and policies;

Have a commiltes, whose members can carry. out thelr responsibilities impartially, to review and
approve the certification guidslines and procedures, and to advise the erganization’s staff in
implementing the certification program;

Have a committee, whose rembers can cany out thelr responsibifities impartsaﬂy, o reviaw
complaints against certified mdwsduals and to determine appropriate sanstions;

‘Havye written procedures describing all aspects of lts certification program, maintain records of the
‘current status of each individual's certification and the administration of its certification program;

Have procedures to ensure that certified individuals are provided due process with respect to the

administration of its certification program, including the process of becoming certified and any
sanctions imposed against ceriifled individuals;.

Have: procedures for proctoring examinations, including quaimcaizons for proctors. These

'procedures must ensure that the sams company or corporation (ora wholly ownad subsidiary of
such company or corporation) does not employ the individuals' proctoring each examination as

any of the examinees;

Exchange information sbout certified individuals with the Division and ofher independen
certifying orgamzabans andlor Agreement States and allow perodic review of its. certification

program and related records; and

Provide a description to the Division of its procedyres for choosing examination sites and for

‘providing an-appropriate sxamination environment,

2y  Regquirements for cerifiﬁcaiion programs. Alf certification programs shali

{a) Require applicants for cerlification to:
1, Regceive training in thetopics set forth in Rule 428065
2, Salisfactorily complete a wrilten examination covering these topics;
(b) %’gm_iire -applivants for-certification o provide documsntation that demonsirates that the applicant
as:
1. Received training in the topics set forth in Rule 4200.62:08-07 0400 20-08.07;
2. Satisfactorily. completed a-minimum period of on-the-job training; and
3, Received verification by an Agreement State or a U.8. NRC licensee that the applicant
has demonstrated ihe capability of independently working as a radipgrapher;
() include procedures to ensure.that all examination questions are protected from disclosure;
83-7039 (July 2010} 22 RDA 1693
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" {d) include protedures for.denying an application, revoking, suspending and reinstating a certificate;
{e}  Provide a certification period of not less than thrde 3 yéars.ar ore than fve b years;
8 include procedures for renewinig certifications and, if the procedures allow renewals without
examination, reguire evidence of recent full-time employment and gnnual refresher training in
indiistrial radiography.

{h} Piovide & tiiely response to inquiries, by telephone or lefter, frof members of the public, about
an itdividual's cerlification stalus.

{3)  Reguirements for written eXaminations. All examinations:shall be;

{a). Desigried to test an individual's knowledge and understanding of the topics listed in Rule 4200-
020807 DAVG-20:08-07;

(by  Wiitteri In-a mulfiple-choice format;

© Have test items drawn fmm a questaon bank containing psyehametracaﬂy valid guestions based
' on-the raterial in Rule 4206-02:08-67 §400-20-08- =07

Aiithority: T.C.A, §§68-202-107 ot 8eq., 68-202-201 et seq. and 4-6-207 et s8d.
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