Janet Napolitano
Govemnor

VA9,
AL

Aubrey V. Godwin

<O RADIATION REGULATORY AGENCY Director

4814 South 40th Street Phoenix, Arizbna 85040-2940 (602) 255-4845

Fax (602) 437-0705

August 5, 2008

Mr. Robert Lewis, Deputy Director

Division of Materials Safety and State Agreement
Nuclear Regulatory Commission

Two White Flint North

11545 Rockville Pike

Rockville, MD 20852

Dear Mr. Lewis;

The Arizoha Radiation Regulatory Agency is requesting a review of the proposed changes to Arizona
Radiation Regulatory Agency Rules, Title 12, Chapter 1. These changes accomplish the following:

Compatibility with IAEA Transportation Safety Standards and Other Transportation Safety
Amendments [RATS ID 2004-1], the transportation rules were previously reviewed by our
office, however, those changes did not go final as Arizona Radiation Regulations within
the required time frame. Therefore, we are re-submitting them for review.

Minor Amendments [RATS ID 2006-1]

Incorporate the rules for the National Source Tracking System [RATS ID 2006-2 & 3], the
National Source Tracking System rules were previously reviewed by our office, however,
those changes did not go final as Arizona Radiation Regulations within the required time
frame. Therefore, we are re-submitting them for review.

Amendments, exemptions from licensing, and distribution of byproduct material:
Licensing and Reporting Requirements [RATS ID 2007-2) _

Requirements for expanded definition of byproduct material [RATS ID 2007-3]

Please feel free to contact me at 602-255-4845 Ext. 222 or the Agency rule-writer, Patricia Haworth at
1602-255-4845 Ext. 227, if you have any questions regarding this Package. Thank you for your assistance

in this review.

Sincerely,

Aubrey V. Godwin

Director

PAH:AVG:pah



NRC-Status Report of Rulemaking
as of August 5, 2008

From the NRC state regulation status page on Web

RATS ID | AZ-STATUS
1. 1995-1 " Final Rule, RMP-0057, R12-1-311
2. 19953 Final Rule, RMP-0058, R12-1-1506
3. 19957 Final Rule, RMP-0057, R12-1-745
4. 1997-3 Final Rule, RMP-0057, R12-1-717
5. 20001 Final Rule, RMP-0059, R12-1-306
6. 2002-1 » Final Rule, RMP-0059, R12-1-102
7. 2004-1 Final Review by GRRC, RMP-0069 (R12-1-15)
8 20051 " Final Rule, RMP-0057, R12-1-455
8. 2006-1 Final Review by GRRC, RMP-0069 (R12-1-3)
9. 20062 | Final Review by GRRC, RMP-0069 (R12-1-454)
10.  2006-3 Final Review by GRRC, RMP-0069 (R12-1-454)
1. 20072 Final Review by GRRC, RMP-0069 (R12-1-3)
12 2007-3 Final Review by GRRC, RMP-0069 (R12-1-3)

New Rule Status: Note the following source tracking conditions have not been put into affected
licenses as of this report.

Rulemaking: Source tracking requirements have been added to RMP-0069 which has been
published in the state Register as proposed rules. These new requirements should be in effect by
the end of the year.



Janet Napolitano
Governor

. R Aubrey V. Godwin
RADIATION REGULATORY AGENCY Director

4814 South 40th Street Phoenix, Arizona 85040-2940 (602) 255-4845
Fax (602) 437-0705

July 13, 2008

Mr. Robert Lewis, Deputy Director -

Division of Materials Safety and State Agreement
Nuclear Regulatory Commission

Two White Flint North

11545 Rockville Pike

Rockville, MD 20852

Dear Mr. Lewis:
Enclosed is a copy of the rule package RMP-0069 that contains the provisions generated from resent five-
year reviews of various Articles in Arizona Administrative Code, Title 12, Chapter 1. This Notice of

Proposed Rulemaking is submitted for your review and comment:

Please feel free to contact-me or the Agency rule-writer, Patricia Haworth, if you have any questions
regarding this Package. Thank you for your assistance in this review.

Sincerely;

e

Godwin
Director

PAH:AVG:pah
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-regarding the rulemaking:

R12-1-1510 New Section

R12-1-1511 - bNew Section
R12-1-1512 - ‘New Section
R12-1-1515 | | New Section
R12-1-1713 Amend

The specific authority for the rulemaking, including both the authorizing statute

(seneral) and the statutes the rules are iniplementing (specific):

General: |

A.R.S. § 30-654(B)(5)

Specific:

AR.S. §§ 30-651, 30-654, 30-657, 30-671(B), 30-672, 30-673, 30-681, 30-687, 30-688,

and 30-689.

A list of all previous notices appearing in the Register addressing the proposed rules:

Notice of Rulemaking Docket Opening, 14 A.A.R. 1620, May 2, 2008

The name and address of Agency personnel with whom persons may communicate

\

Name: -~ Patricia A. Haworth
Address: Arizona Radiation Regulatory Agency
4814 South 40th Street

Phoenix, Arizona 85040
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Telephone:  (602) 255-4845 ext. 227
Fax: (602) 437-0705

E-mail:phaworth@azrra.gov

An explanation of the rules, including the Agencvy's reasons for initiating the
rulemaking: |

There are four main areas of change included in this rulemaking The first area contains
changes resulting from five-year reviews conducted on Articles 1, 3, 4, 6, 9, '12; and 15.
The purpose of the changes resulting from these reviews i‘s to ensure that the affected

rules stay compatible with current national radiation safety standards.

The second area contains changes made at the request of Agency staff. These changes

arise from discrepancies resulting from a rulemaking oversight-that were discovered

- while performing day-to-day licensing operations, or due to earlier rulemaking that

resulted in incorrect language or an incorrect reference.

The third area contains changes recommended by-the staff to bring the x-ray rules in
Article 6 up to current standards. These are minor changes to make the rules in Article 6

compatible with regulations suggested by Conference of Radiation. Control Program

_Directors (CRCPD).

The fourth area contains changes requested by the Nuclear Regulatory Commission

W



117
118
119
120
121

122

(NRC). The Agency is required to make these changes as a result of the Agreement

signed wi>th the NRC in January 1967. This agreement requires the Agency to

incorporate in Arizona rule certain NRC prescribed requirements. Included in this rule

peckage are:

A. NRC requirements for "specific licensees, having qua}qtities of speciﬁed \} ﬂxjo@"d
radioactive material exceeding the .quantit‘ies requiring increased controls, to

communicate their activities involving the affected radioactive material to the

i
t
|
|
i

NRC as part of the new National Source Tracking System.

5
B. NRC requirements for licensees that transport radioactive material regulated1 Q?))Lé/(

: E\ ( &
under Article 15. The NRC in conjunction with Department of Transportation has ‘a\

P
1

revised the standards for safe transport of radioactive material. As stated earlier *' |

_ P
all Agreement states are required to incorporate these NRC changes in state |

|

programs.

A reference to anv studyv relevant to the rules that the Agencv reviewed and

proposes either to rely on or not to relv on in its evaluation of or justification for the

‘rules, where the publie may obtain or review each study, all data underlving each

study, and any analvsis of each study and other supporting material:

None



133 7. A showing of sood cause why the rules are necessary to promote a statewide interest

134 if the rules will diminish a previous grant of authority of a political subdi?ision of
135 | this state:
136 Not applicable
'137
138 8. . The preliminary summaryv. of the econqmic, small business, and consumer impact:
139 For the rulemaking identified in item 6, there should be minimal increase in costs
140" associated with the administrative changes presented in the affected rules. VI\n all cases the
141 regulated community is already‘ familiar with the regulation of medical x-ray and
142 ‘radioactive material transportation. The regulated cornmunity is also very familiar with
143 the need for é source tracking system, insti_tuted as a result of the NRC Agreement. This
144 new requirement is administrative in nature and should result iﬁ minimal cost to‘ the 4
1'45 affected licensees.
146
147 9. The_ name and address of Agency personnel with whom persons may commupicate
148 rég@rding the accuracy of the economic, small business, and consumer impact
149 statement:
150 _ Name:. Patriéia A. Haworth, RAM Program Manager
151 - Address: Arizona Radiation Regulatory Agency
152 | 4814 South 40th Street
153 - ‘Phoenix, Arizona 85040
154 Telephone:  (602) 255-4845 ext. 227
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11.

Fax: (602) 437-0705

E-mail:phaworth@azrra.gov

The time, place, and nature of the proceedings for the making, amendment, or

repeal of the rules or, if no proceeding is scheduled, where, when, and how persons

~ may request an oral proceeding on the proposed rules:

An oral proceeding at the Agency is scheduled for Wednesday, July 30, 2008, at 10:00
AM. The directions to the Agency may be obtained by calling (602)255-4845. A person
may submit written comments cohceming the proposed rﬁlés by submitting them to the

Agency no later than 5 P.M., on July 30, 2008, to the following person:

' Name: Aubrey V. Godwin, Director

Location: Arizona Radiation Regulatory Agency
Address: 4814 South 40™ Street

Phoenix, Arizona 85040
Telephone: - (602) 255-4845

Fax: (602) 437-0705

Any other matters prescribed bv statute that are applicable to the specific agency or

to anv specific rule or class of rules:

None



177
178
179

180

184

185

186

187

188

189

190

191

192

Any Material incorporated bv reference and its location in the rules:

Rule

R12-1-101

R12-1-102

) “Azaa

“Certifiable cabinet x-ray system”

“Certified cabinet x-ray system”

“Generally applicable environmental radiation
Standards”

“Maj or processor”

“Nuclear waste”

“Regulations of the U.S. Department of

* Transportation”

“Special form radioactive material”

R12-1-103 (A)

Incorporated Material

NRC Agreement

10 CFR 71.137
21 CFR 1020.40
21 CFR 1010.2 and 21 CFR

1020.40

40 CFR 190 and 191
10 CFR 71.4

49 CFR 173.403

49 CFR 100 through 199

10 CFR 71

49 CFR 107.109, 107.111,
107.113, 171.2, 1713,
172.200, 173.1, 173.3, 173 4,
173.401, 175.3, 175.5,
175.10, 176.3, 176.5, 176.11,
176.24,176.27, and 177.801

39 CFR 111.1
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R12-1-206(C)
R12-1-302

R12-1-303

R12-1-306(B) (1)
R12-1-311(N)(1)
R12-1-403

“Nationally tracked source’

R12-1-432(4)

R12-1-454(A)

R12-1-454(B)

R12-1-454(C)

" R12-1-603(C) (2)

10

21 CFR 1020.30(d) (1)
10 CFR 40.12 through 13
10 CFR 30.14 through 16
10.CFR 30.18 through 21
10 CFR 31.5(b), (c), and (d)

10 CFR 32.201

10 CFR 20, Appendix E

49 CFR 173.403, 173,421
through 173-424 |
49 CFR 172.436 through
172.440 |

10 CFR 20.2207(a) through
e)

10 CFR 20.2207(f)

10 CFR20.2207(g)

10 CFR 20.2207(f) and (h)(1)
through (6)

NCRP Report No. 147,
Structural Shielding Design
for Medical X-ray imaging

Facilities
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237
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R12-1-614(A)(15) (a)

R12-1-614(B)(2)

R12-1-6i4(C)(1)(a)_
R12-1-614(C)(1)(b)

R12-1-614(C)(1)(c)
R12-1-904(G)

R12-1-1503
R12-1-1504(A)(2)

R12-1-1505(B)

11

- Mammography Quality

Control Manual

21 CFR 900.12(d)(1); (e)(1);

(©)(2)(®), (i1), and (ii1); ()(3);

(©)(4); ()(5)(), (i), (A,

| 1), (v), (vi), (vii)(B) and

(C), (vii), (ix), (x) and (xi);
(S)Gi); (e)(O)(ii); and
()(10)

21 CFR 900.12 (a)(1)(i) and
(i)A)and (B)

21 CFR 900.12 (@)(2)(1) (B),

~ (ii), and (iii)

21 CFR 900.12 (2)(3)(i) and

(iii)

21 CFR 900.12 (a)(4)
Radiation Oncology in
Intégrated Cancer
Management

10 CFR 71.5

49 CFR 171 fhrough 180

49 CFR 177.848



243 R12-1-1506(1) 49 CFR 171 through 180

244 R12-1-1507(A) | 10 CFR 71, Subpart H
245 R12-1-1508(B)(2) 49 CFR 172.202 and
246 | | 172.203(d)
247 . R12-1-1510(B)(1)(a) - | 10 CFR 71.85(c)
248 R12-1-1510B)(1)(b) . - 49 CFR 173.403
249 R12-1-1510(B)(2)(a) | | 10 CFR 71.85(c)
250 R12-1-1510(B)(2)(b) 49 CFR 173.403
251 R12-1-1510(B)(3)(2) | | 10 CFR 71.71 and 71.73
252 R12-1-1510B)3)(b) | 10 CFR 71.71 and 71.73
253 R12-1-1510(B)(5) ' | 10 CFR 71
254 R12-1-1510(C) 49 CFR 173 and 178
255 R12-1-1510(C)(2)(b) 10 CFR 71, Subparts A, G,
256 | andH
257 RIZ-1-1510 (C)3) 49 CFR 173.403
258 RI2-1-1510(D)(1) . | 49 CFR 171.12
259 R12-1-151 O(D)(?)(b)(ii) | 10 CFR 71, Subparts A, G,
260 and H
261 R12-1-1511(B) 10 CFR 73.24
262 R12-1-1511(C) | 49 CFR 175.714
263 R12-1-1512 | ~ 10CFR71.97

264 R12-1-1515 10 CFR 71.14
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288

TITLE 12. NATURAL RESOURCES
CHAPTER 1. RADIATION REGULATORY AGENCY
ARTICLE 1. GENERAL PROVISIONS
Section

R12-1-101. Scope and Inéorporated Materials

R12-1-102.  Definitions

R12-1-103. Exemptions

ARTICLE 2. REGISTRATION, INSTALLATION, AND |
SERVICE OF IONIZING RADIATION-PRODUCING MACHINES‘; 'AND
: CERTIFICATION OF MAMMOGRAIPHY FACILITIES
Section
R12-1-201. Exemptions

R12-1-203. Application for Registration of Servicing a.nd Installation

R12-1-205. Expiration of Notice of Registration or Certification

R12-1-206. Assembly, Installation, Removal from Service, and Trénsfer
R12-1-207. Reciprocal Recognition of Out-of-state Radiation Machines

Appendix A. Application Information

ARTICLE_3. RADIOACTIVE MATERIAL LICENSING
Section

R12-1-302.  Source Material; Exemptions

14
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290

291

292

294

295

296

297

298

299

300

302

R12-1-303.
R12-1-306.
R12-1-310.

R12-1-311.

R12-1-313.
R12-1-323.

R12-1-324.

.Section
R12-1-403.

R12-1-419.

R12-1-422.
R12-1-431.
R12-1-432.
R12-1-434.
R12-1-435.

R12-1-440.

Radioactive Material Other Than Source Material: Exemptions
Céneral License -- Radioactive Material Other Than Source Material
Special Requifemenfs For Issuance of Specific Broad Scope Licenses
Special Requirements fdr a Specific License to Manufacture, Assemble,
Repair, or Distribute Commodities,. Products, or Devices Which Contain

Radioactive Material

Specific Terms and Conditions

Financial Assurance and Recordkeeping For Decommissioning

Public Notification and Public Participation

ARTICLE 4. STANDARDS FOR PROTECTION

AGAINST IONIZING RADIATION

Definitions

Conditions Requiring'Indivi_dl;al Monitpring of 'Exter'nal and Internal
Occui)ational Do-se

Control of Access to Irradiators (Very-high Radiation Aréas)
.Labeling Containers and Radiation Machines

Labeling Exemptions

General Requirements for Waste Disposal

Method for Obtaining Approval of Proposed Disposal..Pro.cedur-es

Compliance with Environmental and Health Protection Regulations

~

15



R12-1-443.

Reports of Stolen, Lost, or Missing Licensed or Registered Sources of

ARTICLE 6. USE OF X-RAYS IN THE HEALING ARTS

Operational Standards, Shielding, and Darkroom Requiréments .

Fluoroscopic and Fluoroscopic Treatment Simulator Systems

Additional X-ray Machine Standards, Shielding Requirements, and

Procedures, Except ¥luoroscopic and Dental Intraoral Radiographic Systems

Mobile Diagnbstic Radiographic and Fluoroscopic Systems, Except Dental

Therapeutic X-ray Systems of Less Than 1 MeV

Radiation
R12-1-446.  Notifications and Reports to Individuals
R12_1'7447. Vacating Premises
R12-1-448. Additional Reporting
R12-1-449. Survey Instruménts and Pocket Dosimeters
R12-1-454. _N ationally Tracked Sources
Section
'R12-1>-602.‘ Definitions
R12-1-603.
.R12-1-604.  General Procedures
R12-1-605. X-ray Machine Standards
R12-1-606.
R12-1-607.
R12-1-608.
Intraoral Radi'ographic Systems
R12-1-610.. Dental Intr“aoral Radiographic Systems |
R12-1-611.
R12-1-612. Computeriied Tomographic Systems

16
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- R12-1-614.

“Section

R12-1-902.
R12-1-904.

R12-1-505.

R12-1-907.

R12-1-910.
R12-1-911.

R12-1-913.

‘Appendix A.

Section -

R12-1-1142.

Section

R12-1-1215.

Mammography
ARTICLE 9. PARTICLE ACCELERATORS

Definitions
Registration of Particle Accelerators Used in the Practice of Medicine
Medical Particle Accelerator Equipment, Facility and Shielding, and Spot

Checks

- Shielding and Safety Design

Operating Procedures

Radiation Surveys

Misadministration

Quality Control Program

ARTICLE 11. INDUSTRIAL USES OF X-RAYS,

NOT INCLUDING ANALYTICAL X-RAY SYSTEMS'
Baggage and Package Inspection Systems

ARTICLE 12. ADMINISTRATIVE PROVISIONS

License and Registration Divisions

17
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357
358
359

360

365

366

367

369

370

Section

R12-1-1401.

Section

R12-1-1502.
R12-1-1503.
R12-1-1504.
R12-1-1505.
RI12-1-1506.
R12-1-1507.

R12-1-1508.

ARTICLE 14. REGISTRATION OF NONIONIZING RADIATION
SOURCES AND STANDARDS FOR PROTECTION
AGAINST NONIONIZING RADIATION
Registration of Nonionizing Radiation Sources and Service Providers

ARTICLE 15. TRANSPORTATION

Definitions

Repealed— Transportation of Licensed Material
‘Intrastate Transportation and Storage of Radioactive Materials
Storage of Radioactive Material in Transpbrt
Preparation of Radioactive Material for Transpbrt
Packaging Quality Assurance
Advance Notification of Nuclear Wésfe Transportat.'ion

Packaging

R12-1-1510.

R12-1-1511.

Air Transport of Plutonium

R12-1-1512.

Advance Notification of Shipment of Irradiated Reactor Fuel and Nuclear

R12-1-1515.

Waste

Exemption for Low-level Radioactive Materials

18



377 ARTICLE 17. WIRELINE SERViCE OPERA-TiONS
378 | ~~ AND SUBSURFACE TRACER STUDIES

379 Section

380 RI12-1-1713. Trahsportation precautions

381

.382

383

19
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391

398

400

401
402
403

404

ARTICLE 1. GENERAL PROVISIONS

R12-1-101.  Scope and Incorporated Materials

A. . Except as otherwise specifically provided, this Chapter applies to all persons who

receive, possess, use, transfer, own, or acquire any source of radiation.

B. This Chapter does not apply to any person that is subj’ect to regulation by the Nuclear

Regulatory Commission. -

C. State control of source material, byproduct material, and special nuclear matérial in
quantitiés not sufficient to form a critical mass is subject to the provisions of the-
agreement between the state and the U.S. Nuclear Regulatory Commission, signed March
30, 1967, mee%pe%a%eé—b&;eﬁemne&&ﬁh&wule—a&é—e&ﬁk—w&th—th&@ﬁe&eﬁﬂ&&

Seeretary-of State incorporated by reference. This incorporated material contains no

future editions or references. and together with all other incorporated material in these

‘regulations. is available for inspection or copying at the Arizona Radiation Regulatory

Agency. 4814 S. 40" St.. Phoenix, AZ 85040.

R12-1-102  Definitions

Terms defined in A.R.S. § 30-651 have the same meanings when used in this Chapter.
Additional subject specific definitions are used in other .Articles,

“A | : No change

“A,” means the maximum activity bf radibactive material, other than special form radioactive
material, permitted in a Type A package. These vélues are either listed in 10 CFR 71.137,

Appendix A, Table A-1, or may be derived in accordance with the procedure prescribed in 10

20
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407

408

409

410

411

412

414
415
416
M7
418
419
420
421

422

424

425
426

427

CFR 71.137, Appendix A, 2001 Editien;-published-revised January 1, 266+ 2008, incorporated
by reference, and onfile-with-the-Ageney and-the Office-of the Seeretary-of State available under
R12-1-101. This i—ﬂee%pef&ﬁe-n—bﬁeﬂfefeaée-material contains no futu\re editions or amendments.

» “Absorbed dose”

“Accelerator”

“Accelerator produced material”

f‘ACt”

“Activity” |

“Adult”

“Agency” or ARRA ’
“Agreement State”

“Airborne radioactive maieriai”
“Airborne radioactivity area”
“ALARA” |
“Analytical x-ray equipment”
“Analytical x-ray system”
“Annual”

“Background radiation”

;‘Becquerel”

" “Bioassay”

“Brachytherapy”

“By-product material”

No change.
No change
No change

No change

No change -

No change
No change
No change
No change
No change
No change
Nov change

No change

~ No change

No change
No change
No change
No change

No change




428

429

435
436
437
438
439
440
441
442
443

444

446

447

448

449

“Calendar quarter” | No change

“Calibration” | No vchange

“Certifiable cabinet x-ray system” means an existing uncertified X-ray system that meets or has
been modified to meet the certification requirements specified in 21 CFR 1020.40, 2994——Ed+t—}eﬂ,—
§&bﬁsheé m April 1, 200+ 2008, incbrporated by reference, and enfile-with-the-Ageney and
the Office-of Secretaryof State availableﬂ vunder R12-1-101. This incorperation-byreference

material contains no future editions or amendments.

“Certified cabinet x-ray system” means an X-ray syétem that has been certified in accordance
with 21 CFR 1010.2, as being manufactured and assembled‘onv or after April 10, 1975, in
accordance with the provisions of 21 CFR 1020.40, both references 2—99—1—Eé+&eﬂ,—publ+sheé
revised April 1, 2668+ 2008, incorporated .liay reference, and eﬁ—ﬁ«}ew&h—theﬁgefﬁi—&aé—the—
Office-of Seeretary-of-State available under R12-1-101. Fhese This meefpefaﬁeﬂs—by—refer—eﬁee

material eentair contains no future editions or amendments.

“CFR” ' No change
“Chelating agent” No change
“Civil penalty” I\\Io‘ change
“Coll¢ctive dqse”' : No change
“Committed dose equivalent” No change
“Committed effective dose equivalent” No change
“Curie” _ | No change
“Current license or registration” | No change
“Deep-dose equivalent” : | No change

N
o
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451

- 452

454

455

. 456
457
458
459
| 460
461
462
463
464
465
466
467
468
469
470

471

“Depleted uranium”
“Dose”

“Dose equivalent”

“Dose limits™

“Dosimeter”

“Effective dose equivallent”
“Efﬂuent release”
“Embryo?fetus”

“Enclosed beam x-ray system”
“Enclosed'radiography”

“Cabinet radi'ogr'ap.h}?” -

“Shielded room radiography”

“Entrance or access'point”
“Exhibit” -

“-E‘xplosi‘ve material”
“Ekposure”

“Exposure rate”
“Extefngl dose”
“Extremity”
“Faill-safe,characteristics”
“Field radiography™

“Field station”

N
(8]

No change
No change
No change
No change
No change
No change

No change

'No change

~ No change

No change
No change

No change

No change

No change

No change

"No change

No change
No change
No change
No change.
No change

No change



472 . “Former U.S. Atomic Energy Commission (AEC)
473 or U.S. Nuclear Regulatory Commission (NRC)
474  licensed facilities” No change

475  “Generally applicable environmental radiation standards” means standards issued by the U.S.
476  Environmental Protection Agency (EPA), 40 CFR 190 and 191, 200+-Editien;published revised

477  July 1, 200+ 2008, incorporated by reference, and eﬁ—ﬁ—le—wﬂh—&ae—Ageﬂey and-the Office of the-

478 -Seefe%af—y—e{lst-ate availablAe under R12-1-101, under the authority of the Atorﬁic Energy Act of
479 1954,. as amended, that impose limits on radiation exposures or levels, or concentrations or

480  quantities of radioactive material, in the genéral environment outside the boundaries of locations
481  under the control of persons‘possessing or using radioactive‘material. This incorporation by

482  reference contains no future editions or amendments.

483  “Gray” | No change
484  “Hazardous waste” , - No change
485 | “Healing arts” No change
486  “Health care institution” . : No change:
487  “High radiation area” - No chénge
488 “Human use” . No change
489  “Impound” ' No change
490 “Individual” | . No change
491  “Individual mdnitoring” , No change
492 “Individual monitoring device” | : ~ No change

493  “Individual monitoring equipment” 3 No change



494

495

496

497

498

499

500

501

502

503
504
505
506
507
508
509
510

511

512

“Industrial radiography
“-Inj ection tool”
“Inspection”
“Interlock”

“Internal dose”

- “Irradiate”

“Laser”

“Lens dose equivalent”
“License”

“Licensed hlaterial” v
“Licensed practitioner”
“Licensee”

“Licensing State”
“Limits” |
“Local components”
“Logging supervisor”

“Logging tool”

“Lost or missing licensed or registered source of

radiation”

“Low-level waste”

“Major processor” means a user processing, handling, or manufacturing radioactive material

exceeding Type A quantities as unsealed sources or material or exceeding four times Type B

[\
wh

No change
No change
No change

No change.

No change

No éhange
No change
No change

No change

No change

No change

No change
No change
-No change

"No change

No change

No change

No change:

No change



516
517

518

519

520
521
522
523
524

525

526

527

528 -

529

(4]
(V5]
~

wh
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-

quantities aé sealed sources but does not include nuclear. medicine programs, universities,
industrial radiographers, or smalli industrial programs. Type A and B quantities are defined in 10
CFR 71.4, 2001 Editionpublished revised January 1, 209—1- 2008, incorporated by reference, and
on-file-with-the-Ageney aﬁd—%he-Qﬁﬁee—ef—ehe—Seefefea%y—e#Sfeafee available under R12-1-101. This
meefpefaﬁeﬂ—bﬁefefeﬂee material cbntains no future editions or aimendrﬁénts. |

“Medical dose” _ . No ;hange
“Member of the public” ' | No change
“MeV” ' - No change
“Mineral logging” . ‘ No change
“Minor” L . | No change
“Monitoring” No change
“Multiplier” | | No change
“NARM” B No change
“Normal operating procedures” o No change
“Natural radioactivity” : No change
“NRC” No change

“Nuclear waste_’"méans any highway route controlled quantity (defined in 49 CFR 173.403, 266+

Editionpublished revised October 1, 26684 2007, incorporated by reference, and en-file-with-the-

Ageney and-the-Seeretary-of State available under R12-1-101, this material eontaining contains

no future editions or amendments) of source, byproduct, or special nuclear material required to

be in NRC-approved packaging while transported to, through, or across state boundaries to a



545

546

547

548

549

550

551

552

554

555

n
U
(@)

n
.
~J

disposal site,-or to a collection point for transport to a disposal site. Additional requirements
associated with transportation of radioactive material can be found in Article 15.
“Occupational dose” means the dose received by an individual in the course of employment in

which the individual's assigned duties involve exposure to sources of radiation, whether in the

possession of a licensee, registrant, or other person. Occupational dose does not include a dose

- received from background radiation, medical administration of radiation to the individual,

exposure to an individual who has been administered radioactive material and released in

accordance with R+2-1+-719 R12-1-717, voluntary participation.in a medical research program,

or as a member of the public.

“Open beam system” o No change
“Packa;ge” | | | - No change
f‘Particle accelerator” E | | No change
~“Permanent radiographic installation” ‘ No change
“Persoﬁnel dosimgter” » No change
“Personnel monitoring equipmeﬁt” 4 o : No change
“Personal supervision” | : " No change
“Pharmacist” ' | . No change
~ “Physician” : No_change
“Primary beam” | - No change

“Public dose” means the dose received by a member of the public from radiation from
radioactive material released by a licensee or registrant, or exposure to a source of radiation used

in a licensed or registered operation. It does not include an occupational dose or a dose received

27



559

560

561

562

564

565

- 566

567
568
569
570
571

572

574
575
576
577

578

579

from background radiation, medical administration of radiation to the individual, exposure to an

individual who has been administered radjoactive material and released in accordance with R12-

1719 R12-1-717, or voluntary participation in a medical research program.

“Pyrophorjc liquid”
“Pyrophqric solid”
“Qualified expert”
“Quality Factor”
“Quarter”

“Rad”

“Radiation”
“Radiation area”
“Radiatién dose”
“Radia.tion machine” -
‘;Radiation safety officer”
“Radioactive marker”
“Radioactive material”
“Radioactivity”

“Radiographer”

“Radiographer's assistant”

“Registrant”

“Registration”

28

No change
No change
No change
No change
No change
No change
No change
No change
No chan_ge'
No change
No change

No change

No change

No change
No chénge
No change
No change

No change



580  “Regulations of the U.S. Depaftment of Transportation” means the federal regulations in 49 CFR
581 100 through 199, 1995 Editien-published revised October 1, 1995 2007, incorporated by

582  reference, and ea—ﬁ%e—wﬁh—the—f%eﬁe%aﬂé%xe—@ﬁ%e&e#ehe—seefe%&g#e#sg{e available under
583  RI12-1-101. This incorporation-by-reference-material contains no future editions or amendments.

601

conditions:

584  “Rem” No change
585 - “Research and Deveiopme_nt” ' No change
586  “Restricted area” No change
587  “Roentgen” No change
588  “Safety system” No change
589  “Sealed source” No change
590  “Sealed Source and Device Registry” No change -
591 “Shallow-dose equivalent” No change
592  “Shielded position” No change -
593 “Sievert”‘ Né change
594 “Site boundary” No changé
595  “Source changer;’ No change
596  “Source holder” No change
597 “Séurce material” Nb change -
598  “Source material milling” - No change
599 “éource of radiation” or “source” No change
600  “Special form radio’active material” means radioactive material that.s.atisﬁ.es all of the following



604

605

606

607

608

609

610

611

612

614

615

616

617

618

619

620

621

It is either a single solid piece or is contained in a sealed capsule that can be opened only

by destroying the cépsule_;
The piece or capsule has at least one dimension not less than S millimeters (0.2 inch); and

It satisfies the test requirements speciﬁed in 10 CFR 71, QQQO—Edi-Heﬂ,—pubhshed revised
January 1, 2606 2008, incorporated by reference, in-thisrule-and-on-file-with-the-Ageney-
and-the-Office-of the Secretary-of State available under R12-1-101. This incorperationby-

referepee material contains no future editions or amendments. A special form

encapsulation designed in accordance with the U.S. Nuclear Regulatory Commission
requirements in effect on June 30, 1983, and constructed prior to July 1, 1985, may
continue to be used. A special form encapsulation constructed after June 30, 1985, shall
meet.requirement‘s of this definition applicable at the time of its construction.

“Special nuclear material in quantities not sufficient

to form a critical mass” : No change
“Storage area” o - No change
“Storage container” . ‘ . No chang§:
“Subsurface tracer study” No change
“Survey” No change

“TEDE”

“Total Effective Dose Equivalent™)

“Teletherapy” No change

“Temporary job site” No change



624 -

625

626

627

628

629

631

634

635 -

637

639

640

641

642

644

645

“Test”

“These rules”

“Total Effective Dose Equivalent” (TEDE)

“Total Organ Dose Equivalent” (TODE) means tetal-ergan-dese-equivalent-the sum of the deep-

dose equivalent and the committed dose equivalent to the organ receiving the highest dose as

deseribed- RIZ1-419(B)1)(d)y-of theserules. Determination of TODE is described in R12-1-

11.

“Unrefined and unprocessed ore”

“Unrestricted area” -

“U.S. Departmént of Energy”

- “Very high radiation area”

“Waste”

“Waste handling licensees”

“Week”
“Well-bore”
“Well-logging”
“Whole body”
“Wireline” |

2

“Wireline service operation’

“Worker”

‘CWL” )

‘CWLM?;

. No change

-No change

No change

No change
No change
No change
No change”
No change
No change
No éhange '
No change
No change
No chaﬁge
No change
No change
No change
No éhange '

No change



646

647

648

649

650

651

652

654

655

656

657

658

659

660

661

662

“Workload” : ' No change

“Year” _ No change

R12-1-103. Exemptions

A. Common and contract carriers, freight forwarders, and warehoﬁsemen who are subject to
49 CFR 107.109, 107.111, 107.113, 171.2, 171.3,.172.200_, 173.1,173.3, 173.4, 173 .401,
175.3,175.5, 175.10, 176.3, 176.5,176.11, 176.24, 176.27, and 177.801, QQQO—EéJrHeﬁ—
published October '1, 20002007, of the U.S. Department of Transportation, or 39 CFR
111.1 of the U.S. Postal Service, 2001 Edition-published revised January 1, 20042008,

incorporated by reference, and eﬁﬁe—w%h#}eAgeﬂe-}Laﬂé%he—Qﬁee-eﬁhe—Seere%aﬁe%

State available under R12-1-101, and if need be, store radioactive material, for periods of

less than 72 hours, in fhe regular course of their carriage for another, are exempt from this
Chapter. The above incorporation by reference réfere‘nces eontansg m_i_r; no future
editions or amendments.

B. No change

1. No change

2. No change

3.‘ No change

4. No change
a. No change
b. No change

C. No chan ge

(8]
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668

669
670
671
672
673
674
675
676

677

- 678

679
680
681
682
683
684
685
686
687
688

689

ARTICLE 2. REGISTRATION, INSTALLATION, AND
SERVICE OF IONIZING RADIATION-PRODUCING MACHINES; AND

CERTIFICATION OF MAMMOGRAPHY FACILITIES

R12-1-201. Exemptions

A.

|

Electronic equipment that produces X-radiation incidental to its operation for other
purposes is exempt from the registration and notification requirements of this Article,

provided that an exposure rate, from any accessible surface, averaged over an area of 10

square centimeters (1.55 2 in.?)-does not exceed $29x:Clkaper-hous 5 uSv (0.5

milliroéntgen per-heur) per hour at 5 cm (2.0 in.). Jéhe—pfed-ae-&eﬁ,—tesﬁﬂg,—ef—fae{efy-

The production, testing. or factory servicing of the electronic equipment in subsection (A)

1s not exempt from the requirements of this Article. ‘

Radiation machines in storage or in transit to or from storage are exempt from the
requirements of this Article.

Radiation machines rendered incapable of producing radiation are exempt from #his_the

requirements of this Article.

R12-1-203.  Application for Registration of Servicing and Installation

(V9]
(OS]



690 A. Each person who 1s engaged in the business of installing or offering to install radiation

691
692 ' maeh%ae—seﬂeieing—er—%eéﬁiees—m—th%s—s%a%é—shall apply for registration. H-registration-s-
693 | .

694 @Eﬂ%&;ﬁadmnaemﬂeﬂef%mum For purposes of this Chapter, install
695 includes éélling andéervici#ng, or offering to sell or service. x-ray machines in Arizona.

696 B. Application The applicant shall complete the application for registration shat-be-

697 completed-onforms-furnished on forms that request information required by A.R.S. § 30-
698 : 672.01, provided by the Agency &Hd—sha%keeﬂ{aﬂm&&emeq&ﬂeéﬁ%%—&
699 30-672.01. |

700

701  R12-1-205.  Expiration of Notice of Registration or Certification

702

704
705

706

707

' ’708 A. A Notice of Registration, or certificate issued accordine to R12-1-204 and R12-1-208.

709 expires at the end of the day on the expiration date stated in the Notice of Registration or

710 - certificate,



711 B. If an application for renewal is filed by the registrant or certificate holder, not less than

712 30 days prior to the expiration of the Notice of Registration or ceni-ﬁcate.’ the Notice_of :
713 Registration or certiﬁcat¢ does not 'exbife until a final determination is made by the

714 Agency on the renewal application. -

715

716  R12-1-206. Assembly, Installation, Removal from Service, and Transfer

717  A. No change

718 1. No change
719 2. No change
720 3. No change

721  B. No change

722 C. In the case of diagnostic X-ray systems that contain certiﬁed components, an asserr;bler
723 .

724

725

726

727

728 assembly- , within 1‘5 days following corripletion of the assembly. submit to the Agency a
729 copy of the assembler's report (FDA Report No. 2579) prepared in compliance with

730 requirements in 21 CFR 1020.30(d). revised April 1, 2008, incorporated by referenée.
731 and available under R12-1-101. This material contains no future editions or

[0S]
n



732 amendments. The report shall suffice in lieu of any other report by the assembler, if it
733 - contains the information required in subsection (A)(2).

734  D. No change

736 ~ R12-1-207. Reciprocal Recognitidn of Out-of-state Radiation Machines
737  A. No change
738  B. No change:

739 1. No change

740 2. Upon request, supply the Agéncy with a copy of the machine's registration and
741 other information regarding the safe operation of a the machine while it is in the
742 state; and |

743 . 3. No change

744 C. No change

745

746  Appendix A. Application Iﬂfbrmation

v747 An application shall contain the following information as req.uired in R12-1-202(B), before a
74é registration will be issued. The Agency shall provide an application form to an applicant with a
749 guidg, if available, or shall assist the applicant to ensure that only '_correct information is provided

750  on the application.

Name and mailing address of applicant Use location

Person responsible for radiation safety program Telephone number



751

752
753

754

755

756

757

758

Typé of facility

Legal structure and ownership

Radiation machine information

Shielding information

Equipment operator instructions and restrictions

Classification of professional in charge

- Record of calibration for therapy units

Protection survey results, if applicable
Type of industrial radiography program, if applicable
Radiation Safety Officer name, if applicable

Other registration requirements listed in Articles 2, 6, 8,
and 9,and 11 :

Facility subtype

Signature of certifying agent

Equipment identifiers

Scale drawing, if applicable

Physicist name and training, if
applicable

Type of request: amendment, new, or
renewal

Contact person

Apprbpriate fee listed in Article 13
schedule '

ARTICLE 3. RADIOACTIVE MATERIAL LICENSING

R12-1-302.  Source Material; Exemptions

A.  Any person is exempt from this Article to the extent the person receives, possesses, uses,

delivers or transfers source material in any chemical mixture, compound, solution, or

alloy in which the source material ié by weight less than 1/20" of 1 percent (0.05 percent)

of the mixture, compound, solution, or alloy.
37



759

760

761

762

763

764

765

766

767

768

769

770

771

772

B. No change

C. No change

1.

774

775
776
777

778

779

780

|US]

No éhange

a. No chaﬁge
b. No change
c. No change
d.  No change
e. . No change
f. No‘ change
g. No change
No change
Nowchange

No change

.No change

a. No change
b. No change
c. Each counterweight 15 durably and legibly labeled or marked with the

identification of the manufacturer and the statement: “UNAUTHORIZED

ALTERATIONS PROHIBITED”; and

d. No change
e. No change
No change



781 a. No change

782 b No change
783 7. No change
784 ' a.  No change
785 _ b. No change
786 8.  No change
787A 9. No change
788 a. No chéhge
789 | - b No change

790 D.  Nochange
791
792 R12-1-303. . Radioactive Material Other Than Source Material; Exemptions

793 A. No change

794 1. Except as provided in subsection (A)(2), a person is exempt from this Article if
795 ' the pefson receives, possesses, uses, transfers, owns. or acquires products or

796 ‘ materials containing radioactive material in cbncentréti.ons not in excess of those
797 listed in Exhibit A.

798 2 No change

799  B. No change
800 1. Except.for pérSons who apply radioactive material to, or persons who incorporate

801 radioactive material into the following products, a person is exempt from this



- 802 . Chapter to the extent that the person receives, possesses, uses, transfers, owns, or

803 acquires the following products:
804 A a. Timepieces, hands, or dials containing not more thén the following
805 | sp_eciﬁed quantities of radioactive material and not excc;.eding the
806 . following specified levels of radiation:
807 | b. No change
808 | i No change
809 . ii. No change |
810 iii.  No change
811 v. Né change
812 | V. No chaﬁge
813 | . VL No change
814 | vii.  No change
815 viii.  No change
816 b. No change
817 c. No change
818 d. | No change
819 e. No change
820 | f. No change
821 g.  No change
822 1. No change
823 | ii. | No cvhange

40



824
825
826
827
828
829
830

831

833
834
835

836

837

839

840

841 -

842

(U8

iii. ~ No change -

iv.  No change
V. No change
Vi. No change

h. No change

1 No change
ii. No change
iit.  No change

iv.  Nochange
Resins containing séandium-46 and designed for sand consolidation in oil wells.
A person is exempt from this Chapter'if the person reéeivés, possesses, us.es;
transfers, owns, Or acquires synthetic plastic resins containing scandium-46 which

are designed for sand consolidation in oil wells. The described resins shall be

manufactured, initially tr‘ansferred for sale or distribuﬁon. or imported accofding'
toa speciﬁc license issued by the YU.S. Npclear Regulatory Commi’ssibh, or shall
be manufactured according to the specifications confained 1n a specific license
issued by the Agency or any Agreement State to the manufacturer of the
described resins according to licensing requirements equivalent to those in 10

CFR 32.16 and 10 CFR 32.17 of the U.S. Nuclear Regulatory Commission. This

exemption does not authorize the manufacture, initial transfer for sale or
distribution of any resins containing scandium-46.

No change

41



846

847

848

- 849

850
851
852
853
854
855
856
857
858
859
860

861

862

b.

Except for persons who manufacture, process, initially transfer for sale or

distribution or produce self-luminous products containing tritium, krypton-
85, or promethium-147, a person is exempt from this Chapter if the person
receives; possesses, uses, bwns, transfers, or acquires tritium, krypton-85,
or. promethium-147 in self-luminous products manufactured, processed,

produced, imported, or initially transferred for sale or distribution under a

specific license issued by the U.S. Nuclear Regulatory Commission and

- described in 10 CFR 32.22, and the license authorizes the transfer of the

products to persons who are exempt from regulatory requirements. This
exemption does not apply to tritium, krypton-85, or promethium-147 used |
in products for frivolous purposes or in toys or adornments.

No change

4. No change

a.

Except for persons who manufacture, process, initially transfer for sale or -

distribution, or produce gas and aerosol detectors containing radioactive
matérial, a person is exempt from this Chapter if the person receives,
possesses, uses, transfers, _Q_vy_n_si‘or acquires radioactive material in gas
and aerosol detectors designed to protect life or property from fires and |
airborne hazards, provided that detectors containing radioactive material
shall be manufactured, imported, or transferred according to a specific
license issued by the U.‘S; Nuclear Regulatory Commission and described

in 10 CFR 32.26, or equivalent regulations of an Agreement or Licensing

42



868
869
870
871

872

874
875
876
877
878
879
880
881
882

883

C.

State, and the license authorizes the transfer of the detectors to persons
who are exempt from regulatory requirements.

b. No change

No change

1.

L2

Except as \provided in subsections (C)(2) and (3), a person is exempt from these
rules if the pérson receives, possesses, usevs,vtransfers, owns, or acquires
ra‘diovactive material in individual quantities each of which does not exceed the
applicable quantity set forth in Exhibit B of this Article.

This subsection does not authorize the production, packaging, or repackaging or

transfer of radioactive material for purposes of commercial distribution, or the

incorporation of radioactive material into products intended for commercial
distribution.
No change

No change

No change

884 RI12-1-306. General License — Radioactive Material Other Than Source Material

885

886

887

888

A.

B.

No change
1. No change
2. No change

Certain measuring, gauging or controlling devices



889
890
891

892

894
895
896
897
898
899
900
901

902

904
905
906
907

908

909"

910

(OS]

This subsection grants a general license that authorizes a person such as a

commercial or industrial firm; a research, educational or medical institution; an

acquire, possess, use, or transfer radioactive material according to the provisions
of 10 CFR 31.5¢byandLe) (b). (c). and (d), revised January 1, 2005 2008, whieh-

are incorporated by reference, published-by-the- Office-of the-Federal Register-

No change

No change

a. No change -

b. No change

1. No change

il. No change

No change

a. No change
b.. No change
c. No change

1.~ Nochange

11 No change

d. No change

- individual conducting business; or a State or local government agency to receive,

file-with-the-Ageney- available under R12-1-101. The material ineorporated-by-

reference contains no future editions or amendments.
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911 e. No change

' 912- R No change
§13 ' 1l No change
914 iii. No change
915 . f No change
916 g. No change

917 | h. - Nochange
918 ' 1. No change
919 i. . Nochange
920 ' ii. No change
921 L No change
922 | J No change
923 k. No change.
924 1. No change
925 11. No change
926 1. No change
927 m. No change
928 . n No change
929 0. Register, in accordance with subsections (B)(4)(p) and (q), any device that
930 contains at least 370 mﬂhbeeqaer—el Megabecquerel (IO‘m‘illi.curies) of
931 ces/ium-l37, .3.7 millibeequerel Megabecquerel (0.1 millicuries) of

932 strontium-90, 37 mitlibeequerel Megabecquerel (1 millicurie) of cobalt-

45



937

939

940

941

942

944

945

946

947

948

949

950

951

952

60, or 37 m&-l—hbeeqaere% Megabecquerel (1 miilicurie) of americium-24bl |
or any other traﬁsuranic (i.e., element with atomic number greater than
uranium (92)), based on the activity indicated on the label. Each address
for a Jocation of use, as described under subsection (B)(4)(q)(iv),

represents a separate general licensee and requires a separate registration

‘and fee.

Register 4each device annually with the Agency and pay the fee required by
R12-1-1306, Category D4, if in possession of a device t'h.at' meets the
criteria in subsection (B)(4)(0). The general licensee shall regvister by
verifying, correcting, and adding to the inf§nnation provided in a request
for registration received from the Agency. The registraﬁion information
shall be submitted to the Agency within 30 dayé frém the date ()In:the |

request for registration. In addition. a general licensee holding devices

meeting the criteria of subsection (BY(4)(0) of this Section is subject to the .

bankruptcy notification requirement in R12-1-313(D)(1) and (2) of this
Chapter.
No change _

1. No change

il. No change
§ii. No change
1v. No‘ change
V. No change
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955
956
957
958
959
960
1961

962

964
965

966

967

968

969

970
971

972

974

975

5.

6.

Vi. No change
I. No change
. No change
No change

No change

C. No change

L.

This subsection grants a general license that authorizes a person to own, receive,
acquire, possess, and use tritium or promethium-147 contained in luminous safety
devices for use in aircraft, provided that each device contains not mdre than 370
GBq (10 curies) of tritiumor 11.1 GBq (300 millicuries) of promethium-147; and

each device has been manufactured, assembled, initially transferred, or imported

according to a specific license issued by the U.S. Nuclear Regulatory
Commission, or each device has been manufactured or assembled according to the
specifications contained in a specific license issued to the manufacturer or

assembler of the device by the Agency or any Agreement State or Licensing State

‘in accordance with licensing requirements equivalent to those in 10 CFR 32.53.

- A person who owns, receives, acquires, possesses, or uses a luminous safety

device according to the general license granted in subsection (C)(1) is:
a. No change
b. Not authorized to manufacture, assemble, er repair, or import a luminous

safety device that contains tritium or promethium-147;
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976
977
978
979

980
981

982 .

983

984

985

986

987
988

989

990 -

991

992

993

994

995

996

Ve

This general license does not authorize the export of luminous safety

|©

devices containing tritium or promethium-147.

e-d. Not authorized to own, recéive, acquire, possess, or use radioactive
material contained in instrument dials; and
a-e. No change
This subsection grants a general license-that authorizes a person who holds a specific
license to own, receive, possess, Use, and transfer radioactive material if the Agency
issues the license. For americium-241, radium-226, and piuionium contained in

calibration or reference sources, this subsection grants a general license in accordance

" with the provisions of subsections (D)(1), (2), and (3). For plutonium, oWnership is

included in the licensed activities.

1. No change
2. No change
a. No change
b. No changev'
1. | No change
11. No change
C. No change
d. No change \
€. No change
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997
1998
999
1000
1001
1002
1003
1004
1005
1006
1007
1008

1009

1010-

1011

1012

1013

1014
1015
1016
1017

1018

(D)

iThe general license granted under subsections (D) or (D)(1) does not authorize the

manufacture or import of calibration or reference sources that contain americium-

241, plutonium, or radium-226.

The general license granted under subsections (D) or (D)(1) does not authorize the

manufacture or export of calibration or reference sources that contain aniericium-

241, plutonium, or radium-226.

E. No change

1. No change

2. No change

3. A physician who desi;es to manufacture, prepare, process, produce, package,
repackage, or fraﬁsfer carbon-14 ufea capsules for commercial distribution shall
obtain a specific license from the Agency, issued according to the requiref_nents in
10-CER-32 10 CFR 32.21, revised January 1, 2—@9—5 2008, whieh-s incorporated by
and available under R12-1-101. The This material incorpetated-byreference
containé no future editions or_afnendments.

4. No change

F. No change

1‘. No change
a. No change
b.  No change
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1019

1020

1021

1022 .

1023
1024
1025
1026
1027
1028
1029

1030

1037
1038
1039

1040

(U8

c. No change

d. No change
e. No change
£ . Cobalt-57 or Selenium-75, in units not exceeding 370 kBq (10

microcuries) each for use in in vitro clinical or laboratory tests not
involving internal or external administration of radioactive.maferial, or the
radiation from such material, to human beings or animals.

g. No change

No change

a. No change

b. No change

‘No chénge

a. Not possess at any one time, in storage or use, a combined total of not

more than 7.4 MBq (200 microcuries) of 1odine-125, 10dine-131, iron-59, ex

cobalt-57, or selenium-75 in excess of 7.4 MBq (200 microcuries), or acquire or

use in any one caléndar month more than 18.5 MBq' (500 microcuries) of these

-~ radionuclides.
b. No change
c. "No chaﬁge
d. No change
e. 4N'o change
No chénge



1041
1042
1043

1044

1045

1046
1047
1048
1049
1050
1051
1052
1053
1054
1055
1056
1057
1058

1059

1060

1061

a.  Except as prepackaged units that are labeled according to the provisions of
a specific license issued by the U.S. Nuclear Regulatory Commissioﬁ, or
any Agreement State that authorizes the manufac’ture and distribution of
iodine-125, iodine-131, carbon-14, hydrogen-3 (tritium), iron-59, cobalt-
57, seleniufn-75, or mock iodine-125 for distribution to persons generally
licensed under subsection (F) or its equivalent federal law, and

b. - No chaﬁge |
1. No change
1. ~ Nochange

S. No change

a. No change
b. No change
6. No change

This subsection grants a general license that authorizes a person to own, receive, écquire,
possess, use, and transfer strontium-90, contained in ice detection devices, bprovided each
device co‘rﬁains not more thaﬁ 1.85 Mbeg m_g (50 microcuries) of strontium-90 and each
device has been manufactured or imported in accordance with a specific license issued by
the U.S. Nuclear Regulatory Commission or each device hés been manufactured
according to the specifications cvont_ained in a specific license issued by the Agency or
any Agreement State to the manufacturer of the dev_ic.e under licensing requirements

equivalent to those in 10 CFR 32.61. A person who receives, owns, acquires, possesses,



1062

1063

1064

1065

1066

1067

1068
1069
1070
1071
1072
1073
1074
1075
1076
1077

1078

1079 -

1080

1081

1082

1083

uses, or transfers strontium-90 contained in ice detection devices under a general license

in accordance with subsection (G):

1.

(V3

No change

No change

No change

Shall not manufacture, assemble, disassemble, er—repéir, or import an ice
detection device that contains stroﬁtimﬁ-90. ,

No change

R12-1-310.  Special Requirements for Issuance of Specific Broad Scope Licenses

A.

No change
l. No chénge
a.  Nochange
b No éhange '
A b‘road scope class B license is any specific license which authorizes the. .

(V3]

acquisition, possession, aad-use, and transfer of the radioactive materials specified

‘in Exhibit C of 12 A.A.C. 1, Article 3 inl any chemical or physical form and in

quantities determined as foll?ws:
a.  Nochange

b.  No change

No change

a. No change

n
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1084 b, No change

1085  B. No change

1086 1. No change
1087 a. No change
1088 - ' b. No change
1089 C. No change
1090 1. No change
1091 - il. No change
1092 | 1l. No change
1093 o2 An application for a qlasé B broad scope license will be approved if:
1094 v a No change
109.5 ' b.  No change
1096 1. No change
1097 | . | ii. No change
1098 3. An épplication for a class C broad scope license will be approved if:
1099 a. The applicant satisfies the general requirements specified in R12-1-309;
1100 and
1101 b. | No>chang.e
1102 i, Nochange
1103 | il. No change
1104 | ~¢. - No change

1105 C.  Nochange



’1106
1107
1108
1109

1110

1111

1112
1113

1114

1115

1116,

1117

1118

1119
1120
1121
1122
1123
1124
1125
1126

1127

D.

E.

F.

1. No change.

2. . Acquire, receive, possess, use, own, import, or transfer devices containing 3.7
petabecquerel (100,000 curies) or more of radioactive material in sealed sources
used for irradiation of materials;

3. No change

4. No change

No change

No change

No change

R12-1-311. Special Requirements for a Specific License to Manufacture, Assemble,

A.

Repair, or Distribute Commodities, Products, or Devices Which Contain

. Radioactive Material

No change
1. No change
a. No change

b. No change

2. No change
a. No change
1. No change
1. No change
iii. ~ No change
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1140

1141

1142

1143

1144

1145

1146

1147

1148

1149

B.

iv. No change

V. No change

b. No change

C. No change

d. © Nochange

e. No change

f No change

g. No change

h. ‘No change
1. No change
il. No change
1. No change
1v. ‘No change
v. No change

1. | No change

j- No change

k. No change

L. No change

m. No change

n. No change

3. No change
No change

wn

wh



1150
1151

1152

1154
1155
1156
1157
1158
1159
1160

1161

1162

1163 -

1164

1165

1166 -

1167
1168
1169
1170

1171

1. No change

a."
- b.

C.

No change
No change

No change

2. No change

S a. No change |
b. No‘change
c. No change
1 No change
il.. No change

d. | No change
i No change
11. No change
C il No change

-

- 3. No change

The Agency shall grant a specific license to incorporate radioactive material, other than
source or by-product material, into gas or aerosol detectors to be distributed to persons
exempt under R12-1-303.(B) if the applicant satisfies requirements contained in 10 CFR

32.26, revised January 1, 2666 2008, whieh-is incorporated by reference, published-by-the

Washinston;D-C-20408; and enfile-with the Ageney; available under R12-1-101: , and

This material contains no future editions or amendments, and provided:
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1172
1173
1174
1175
1176
1177
1178
1179
1180
1181
1182
1183
1184
1185
1186
1187
1188
1189
1190
1191
1192

1193

D.

1. No chaﬁge
2. The licensee files annual reports required by 10 CFR 32.29, re_v@January 1,
2666 M, whsfc—h—}s incorporated by referencé, published-by-the Office-of the-
D:%E@%S}apd on-file-with-the-Ageney available under R12-1-101. Fhe This '
material ineerporated-by-reference contains no future editions or amendments.
No change ' |
1. No change
a. No change
b - No change )
1. No change
1. No change
1. No change
c. No change
1. No change
ii.  No change
iil. No change
d. No change
e. No change

Each device meets the criteria in 10 CFR 31.5(c)(13)(1), revised January 1,

2005 2008, whichis incorporatéd by reference, published-by-the-Office-of
] F 1 ] F D- - ] I . l ] . . 1 F i i . . . :
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1194 _ Washington;-D-C-20408; and enfile-with-the-Ageney;-and available under

1195 R12-1-101. This material contains no future edi‘ti'ons or amendments; and
1196 Bevars a permanent (e.g., embossed, etchéd, stampeci, or eﬁgraved) label
1197 affixed to the source housing, if separable, or the device if the source
1198 ' | housing is not séparable, that iﬁcludes the words, “Caution-Radioactive
1199 . Material,” and, if practicable, the radiation symbol. described in R12-1-
1200 | 428. |
1201 2. No change
1202 Cooa No_éhange
1203 : b. No change
1204 | C. No change
1205 . vd. No chaﬁge
1206 : - e.  Nochange
1207 f. No change
1208 _ : g. "No change
1209 . ~ h No change
1210 i No change -
1211 | J- | ‘No change
1212 3. No change
1213 4. No change
1214 | Coa. No change

1215 ‘ 1. No change



1216
1217
1218
1219
1220
1221
| 1222
1223

1224

11. No change

iii.  No change
iv. No change
v. No change

b. No change
1. Report on a quarterly basis to the responsible Agreement State or
NRC all transfers of devices to persons for use under a general

license in accordance with 10 CFR 32.52, revised January 1, 2006

2008, whieh+s incorporated by reference, published-by-the-Office-
g ] F i ] P D‘. ' ; I . ] ]\ . ! R i
i on Washi _DC20408. and onfile with 4
Aseney available under R12-1-101. This incorporated reference

material contains no future editions or amendments.

il. No change
1. No c.:hange
No change |
a. No change
b. _ No change
c. No change

d. = No change
No change

No change



1238 8 Nochange

1239 a No change
1240 _ . | 1. . No ;:haﬁge
1241 S 11. No changg'
1242 , . No change
1243 v, No change
1244 v.  The quantity and type of bypreduetradioactive material cbntained
1245 ‘ | ‘ in fhe device.
1246 | b. No chénge
1247 c. No change
1248 . 1. No change
1249 ” i1. No change
1250 | 1il. No change
1251 - iv.  No change
1252 _ d No change
1253 | e. - No change
1254 f.  No change
1255 - g. No change

| 1256 9. No change

1257 E. The Agency shall grant a specific license to manufacture, assemble, et repair, or initially

1258 transfer luminous safety devices that contain tritium or promethium-147 for use in
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1259
1260
1261
1262
1263

1264

1265

1266
1267
1268
1269

1270

1271

1272
1273
1274

1275

1277
1278

1279

1280

aircraft, for distribution to persons generally licensed under R12-1-306(C), if the

applicant satisfies:

1.

2.

No change

_The requirements of 10 CFR 32.53 through 32.56 and 32.101, revised January 1,

2005 2008, whiech-are incorporated by reference, published-by-the- Office-of the-

P-C-20468; and e&ﬁ-leJWH-h—the—Argeﬁey available under R12-1-101. Fhe This

material ineorporated-by-referenee-contains no future editions or amendments.

F. No change

1.

2.

No change

The requirements of 10 CER 32.57, 32.58, 32.59, 32.102, and 70.39, revised

January 1, 2606 2008, whieh-are incorporated by reference, published-bythe-

W&shmg%ea—@—@%%@%— and enfe-with-the-Ageney available under R12 1-101.

The This material mee%pef&ted—by—fefefeﬂee contains no future editions or

amendments.

G. No change

1.

2.

No change

No chadnge

" a. No change

b. No change

H. No change
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1281
1282
1283
1284
1285
1286
1287

1288

1289

1290
1291
1292
1293
i294
1295
1296
1297
1298

1299

No change

| No éhange
a. No change
b. . No change
c. No change
~No change
€. No changé
f. Cobglt-S? or Selenium-75 in units not exceeding 370 kBq (10

microcuries)-each;

g. No change

No char;gg

a. Identifying the radioactivé contents as to chemical form'and radionuclide
and indicéting that the amount of radioactivity does not exceed 370 kBq
(1.0 microcuries) of iodine-125, iodine-131, cobalt-57, sélenium-75, or
cérbon-14; 1.85 MBgq (50 microcuries) of hydrogen-3 (tritium), 740 kBq
(20 microcuries) of iron-59; or mock iodine-1235 in units not exceeding
1.85 kBq (50 naneeusie nax;locuries) of iodine-129 and 185 Bq (5
nanoc;ﬁries) of americium-24.1 each; and

b. No change

No change

a. No change

b. No change



- 1306
1307
.1308
1309

1310

No change

5.
No change '

L No chaﬁge

2. The criteria of 10 CFR 32.61, 32.62, and 32.103, revised January 1, 2006 2008,

which-are incorporated by reference, p&bhﬁhed—by—ﬂae—@frﬁee-eﬁt—he—l?teéeﬁﬂ—

2—949& and enfile-with-the Ageney aVaiylable under R12-1-101. Fhe This material

incorporated-by reference-contains no future editions or amendments.

The Agency shall grant a specific license to manufacture, prepare, or transfer for

commercial distribution radioactive drugs that contain radioactive material for use by a

person authorized in accordance with Article 7 of this Chapter, if the épplicant meets all

of the requirements in 10 CFR 32.72, fe‘vised January 1, 2086 20'08, whichis-

incorporated by reference, published-by-the-Office-of the Federal RegisterNational

Ageney-available under R12-1-101. The This material incorporated-by-reference

contains no future editions or amendments.

No change:

1.

2.

L

No change
No change
a. No change
b. No éhange

No change



1344
1345

1346

4. No change

5. No'change
a. - Nochange
N
b. No change

The Agency shall grant a specific license to manufacture and distribute sources and
devices that contain radioactive material to a person licensed in accordance with Article 7
of this Chapter for use as a calibration, transmission, or reference source or for medical

purposes, if the applicant meets all of the requirements in 10 CFR 32.74, revised January

1, 20606 2008, wh%eh—is—incorporated‘by'reference, p&bhshed—%#ﬂ&e—@f—ﬁee—ef—&re%eéera%—

ea—ﬁ%e—wx—th—the—&aeﬂey avallable under R12-1-101. flihe Th1s material meefpepateé—b{f

referenee contains no future edltlons or amendments

No change
1. No ch.ange
a. No change
b No change
C. No change

2. No change

(OS]

No change
4. No change
a. . Nochange

b. No change-
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1347 1. Identify the manufacturer of the product or device, the number of

1348 » the license under which the product or device was manufactured or
13'4,'9 initially transferred, the fact that the product or device contains
1350 : ' | depleted ur.anium,, and the quantity of depleted uranium in each
1351 o product or device; and |

1352 1. No change

1353 | c.  Nochange -

1354 d  No change

1355 - e.  Nochange

1356 f. No change

1357 1. " No change

1358 ' | | il No change

1359 ii.  Nochange

1360 . iv.  No change

1361 v. No change
1362 vi. No change

1363 N. A licensee whé manufacturers nationally tracked sources, as defined in Article 4. shall:
1364 1. Serialize the soUr’ceé in accordance with 10 CFR 32.201. revised January 1. 2008,
1365 incorporated by reference. and available under R12-1-101. This material contains
1366 no future editions or amendments: and

1367 2. Report manufacturing éctivities in accordance with R12-1-454.




1369 R12-1;313. Specific Terms aﬁd Conditions

1370 A, Each license issued under this Article issubjéct to éll provisions of A.R.S. Title 30,
1371 Chapter 4 and to all rules, regulations. and orders of the Agency. | |
1372  B. No change |

1373 C. . No change

1374 ' D.  Nochange

1375 1. No change

1376 a. I_ No éhange

B b.  Nochange

1378 c. No change

1379 2. No change

>1380‘ ' | a. The bankruptcy court ih which the petition for bankruptcy was filed; and
1381 b. No change |

1382 c. No change

1383 RI2-1-323. Financial Assurance and Recordkeeping for Decommissioning -

1384 A, No change

1385 1. No change
1386 2. No change
1387 3 No change
1388 4. No change
1389 5. No change
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1390

1391

1393
1394

1395

1396

1397

1398

1399

1400
1401
1402
1403
1404
1403
1406
1407
1408
1409

1410

When applying, each nengevernment non-government applicant for a specific license

that authorizes the possession and use of radioactive material, and each nengevernment

non-government holder of a license to possess and use radioactive material issued before

the effective date of this _Section, shall submit to the Agency a decommissioning funding-
plan or certification of financial security, as required in A.R.S. § 30-672(H). A licensee
required to meet the requirements in subsection (C) is exempt from the requirements in

this subsection.

- When applying, each applicant for a specific license that authorizes the possession and

use of radioactive material, and each holder of a license to possess and use radioactive
material issued before the effective date of this Section, shall submit to the' Agency a

decommissioning funding plan or certification of financial assurance that meets the

rrequiren‘lents in 10 CFR 30.35, 40.36, and 70.25, revised Januaryl, 2665 2008, whichare

incorporated by reference, published-by-the-Office-of the Federal Resister; National

Ageney available under R12-1-101. The-This material incorporated-by-reference

contains no future editions or amendments.
Each licensee required to provide financial assurance for decommissioning a radioactive
material facility under this Section shall maintain records of information important to the

safe and effective decommissioning of the facility in an identified location until the

license is terminated by the Agency. The licensee shall maintain the following records

during the decommissioning process:
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1411
1412
1413
1414
1415
1416
1417
1418
1419
1420
1421
1422
1423
1424
1425
1426

1427

1428

1429

1430

1451

2.

i
J.

Records of spills or other unusual occurrences involving the spread of

contamination in and around the facility, equipment, and site. These records may

be limited to instances when contamination remains after anv cleanup procedures

or when there is reasonable likelihood that contaminants may have spread to

inaccessible areas as in the case of possible seepage into porous materials such as

concrete. The licensee shall keep records identifying the involved radionuclides
and associated quantities, forms, and concentrations.
No change

No ché.nge

E. . Nochange .

1.

Upon expiration or termination of principle activities a licensee shall notify the
Agency in writing whether the licenéee is discontinuing licensed activities. The
iicensee shall begin decommissioning its fa'éility within 60 days after the Agency
feceives notice of the degisi’on to permanent}y terminate principle activities, or

within 12 months after receipt of notice, submit to the Agency a decommissioning

* plan, as prescribed in 10 CFR 30.36(g)(1), revised January 1, 2005 2008, which-is _

~ incorporated by reference, and published-by-the-Office-of-the Federal-Register-

file-with-the- Aseney- available under R12-1-101. . The This material incorporated-

by-referenee contains no future editions or amendments. The licensee shall begin

decommissioning upon approval of the plan if the license has expired or no
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1432
1433
1434
1435
1436
1437
1438
1439
1440
1441
1442
1443
1444
1445
1446
1447
1448
1449
1450
1451

1452

w)

licensed activities have been conducted at the licensee’s facility for a period of 24

_ months.

No change
No chénge
a. No change
b. No change

No change

- The Agency shall approve a request for an alternate schedule for completion of

decommissioning and license termination if the Agency ‘determines that the

alternative is warranted by consideration of the conditions specified in 10 CFR

30.36(1), revised January 1, 2005 2008, whichare incorporated by reference,

available under R12-1-101. Fhe This material incorporated-by-referenee contains

no future editions or amendments.

* As a final step in decommissioning, the licensee shall meet the requirements

specified in 10 CFR 30.36(j), revised January 1, 2085-2008, which-are

incorporated by reference, published-by-the-Office-of the Federal Register-

file-with-the-Ageney and available under R12-1-101. Fhe This material

- incorporated-by-referenee contains no future editions or amendments.
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1454

1455
1456
1457
1458
1459

1460

1461
1462
1463

1464

- 1465

1466
1467
1468
1469
1470
1471
1472
1473
1474

1475

R12-1-324.  Public Notification and Public Participation

Upon the receipt of a license termination plan (LTP) or decommissioning plan from a licensee,

or a proposal by a licensee for decommissioning of a site in accordance with R123-451-and-

R12-1452 R12-1-452(C) and (D) or for other events when the Agency deems a notice to be in

the public interest, the Agency shall:
1. No change

a; No change

b. The Arizona Department of EnvironmentalQ'uality for cases in which the
licensee proposes to decommission a site in accordance with R12-1-

452(D).

- 2. No change.

- ARTICLE 4. STANDARDS FOR PROTECTION

AGAINST IONIZING RADIATION

R12-1-403. Definitions

“Air-purifying respirator” ‘ - | | No change
“ALI” , o No change
“Assign:ed protection factor (APF)” o No change
“Atmosphere-supplying respiratqr” : No change
“Class” | No change
“Constraint” or “dose coﬁstraint” ' . - No change
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1476  “Critical group” No change

1477 “DAC” | No change
1478  “DAC-hour” . No change
1479  “Declared pregnant woman” , No change
1480 “Decommission” “ ' No change
1481  “Demand respirator” : No change

1482 “Deterministic effect” [see “Nonstochastic effect”].

_ 1483  “Disposable respirgtor” ' | No change
1484  “Distinguishable from background” : No change
1485  “Dosimetry processor” No change‘
1486  “Filtering face piece (dust mask)” - No_ change

| 1487  “Fit factor” | ‘ | _ 'No change
1488 “Fit test” | No change
1489 | “Helmet” _ : No change
1490 “Hood” _ No change

1491  “Inhalation class” [see “Class™).

1492  “Loose-fitting face piece” No change

1493 “Lung class” [see “Class”].
1494  “Nationally tracked source” means a sealed source that contains a gquantity equal to or greater

1495  than Category 1 or Category 2 le\}els of radioactive material listed in 10 CFR 20. Appendix E.

1496  revised January 1. 2008. incorporated by reference. and available uhder R12-1-101. This

1497  Incorporated material contains no future editions or amendments.
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1498

1499

1500

1501
1502
1503
1504
1505
1506

1507

1508

1509

1510
1511
1512
1513
1514
1515

1516

1517 -

1518

bh)

“Negative pressure respirator (tight fitting)
“Nonstochastic effect”

“Planned special exposure”

“Positive pressure respirator”

“Powered air-purifying respirator (PAPR)”

- “Pressure demand respirator”

“Probabilistic effect” [see “Stochastic effeé;c”],
“Qualitative fit test (QLFT)’5

chuaﬁtitative fit test (QNFT)”

“Refereﬁce Man”

“Residual radioactivity”

“Respiratory protective equipment”

“Sanitary sewerage”

“Self-contained breathing ap.paratus (SCBA)”
“Stochastic effect” |
“Suppiied-air respirator (SAR) or airline respirator”
“Tight-fitting face piece”

“User seal check (fit check)”

“Very-high radiation area”

“Weighting factor”
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- No change -

" No change

No change.

No change

No change

No change

Nd chénge
No change
No change

No change

No change

No change

. No change

No change
N.ol ghange
No change
No change
No change

No change



1519
1520
1521
1522
1523
1524
1525
1526
1527
1528
1529

1530

R12-1-419. Condition}s Requiring Individual Monitoring of External and Internal

Occupational Dose

No change

No change

1. No change

2. .. No chénge

3. No change

4. No change

5. No change

6. No change

7. No change

8. No change

9. No change

10. | Individuals operating open beam ﬂuoroséopib systems and ancillary personnel
working in the room when the fluoroscopic system is in use, except when relieved
of this requirement by registration condition; ané

11. Individuals performing well iogging, as described in Article 17-; and

12, Individuals on their extremities during the operation of an open-beam or hand
held arvlalytical' x-ray machine ‘v‘vith no safety devices or individuals performing
repairs in the primary beam of the analytical x-ras? machine, as described in R12-
1-806(D).
No change



1541

1542

1543

1544

1545

1546

1547

1548

1549

1550

1551

1552

1554

1555

1556.

1557
1558
1559
1560
1561

1562

|UB]

=

&

Bt

No change

‘No change

No change

Each licensee or registrant shall require that all individual monitoring devices be

located on individuals according to the following requirements:

An individual monitoring device. used to obtain the dose equivalerit to an embrvyo -

orifetus of a declared pregnant woman according to R12-1-415. shall be located

under the protective apron at the waist. A qualified expert shall be consulted to

determine the dose equivalent to the embryo or fetus if this individual monitoring

device has a monthly reported dose equivalent value that exceeds 0.5 mSv (50

mrem). For purposes of these rules, the value for determining the dose equivalent

to an embryo or fetus according to R12-1-415(C). for occupational exposure to

radiation from medical fluoroscopic equipment. is the value reported by the

individual monitoring device worn at the waist underneath the protective apron

which has been corrected for the particular individual and the work environment

by a qualified expert:

An individual monitoring device used for lens dose equivalent shall be located at

the neck or an unshielded location closer to the eve, outside the protective apron;

If only one individual monitoring device is used to determine the effective dose

equivalent for external radiétion.'according to R12-1-408(C)(2)(a). the device

shall be located at the neck outside the protective apron. If a second individual

monitofing device is used for the same purpose. it shall be located under the
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1563 - protective apron at the waist. (Note: The second individual monitoring device is

1564 _ vrequired for a declared pregnant woman.)

1565 4. Individuals on their extremities during the operation of an open-beam or hand-
1566 held analvytical x-ray machine with no safety devices or individuals pérformiﬁg
1567 repairs in the primary\beam of the analytical x-ra§ machine, as described in R12-
1568 1-806(D). |
1569

1570 B=E. No change

1571 1. No change

1572 a. No change
1573 b. No change
1574 - c No change
1575 . " d. Nochange
1576 e. No change
1577 f. No change
1578 2. No change

1579 3. . Nochange |

1580 | 4, No change

‘1581 E 5 No change

1582

1583  R12-1-422.  Control of Access to Irradiators (Very-high Radiation Areas)

1584 A. No change



1585

1586.

1587

1588

1589

1590

1591

.1592
1593
1594
1595
1556
1597
1598
1599
1600
1601
1602
1603
1604
1605

1606

No change

1

(U]

No change

a. No change .
b.  No change
c: No change _
No change

a. No change

b. Né change

No change

a No change

b. No change

.No change

No change

No change

No change

The licensee or registrant shall check each area by radiation measurement to
ensure that, before the first individual’s entry into the aréa after any use of the A

source of radiation, the radiation level from the source of radiation in the area is- .

expose an individual to a deep-dose equivalent in excess of 1 mSv (0.1 rem) in
one hour.

No change
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1607
1608
1609

1610

1611

1612
1613
1614
.1615

1616

1617

1618
1619
1620
1621
1622
1623
1624
1625
1626
1627

1628

a. No change

b. ~  Testing shall be conducted before resumption of operation of the source of
radiation after any unintentional interruption:—and;

C. The licensee or registrant shall submit to the Agency and-adhere-to-a-

schedule of testing: and

|e-

The licensee or registrant shall include in the schedule a listing of the

periodic testing that will be followed.

10. No change

11. The licensee or registrant shall control entry and exit portals that are used in
transporting materials to and from the irfadiation areva_, and that are not intended.
for use by individuals personnel, With devices and administrative procedures
necessary to physically protect and warn against inadvertent entry by asy an
individual through these one of the portals. Exit portals for irradiated materials

| shall be equipped to detect and signal the presence of any uncontained radioactive

r'néterial that is carried toward an exit and automatically prevent contéined
radibactive material ‘from-being carried out of the area.

No change

No change

No change
1. No change

2. No change

77



1629

1645

1646

1647
1648
1649

1650

R12-1-431. Labeling Containers and Radiation Machines
A. No change
B. Each-licenseeshall;-before-Before removal or disposal of an empty, uncontaminated

“container to an unrestricted area, each licensee shall remove or deface the radioactive

material label or otherwise clearly indicate that the container no longer contains
radioactive materials. -

C. No change

licensee shall

label each syringe and vial that contains a radiopharmaceutical used in the practice of-

- medicine with the radiopharmaceutical content: Each syﬁnge shield and vial shield shall

alse be labeled, unless the label on the syringe or vial .is visible When shieided. The label
shall indicate m the radiopharmadeutical narﬁe or its abbreviation, the clinical
procedure tc.> be pérformed, or the name of the person being administered the
radiopharmaceutical. Color-coding syringe shields and vial shields does not meet the

labeling requirement.

R12-1-432.  Labeling Exemptions
A licensee is not required to label:
1. No change

2. Nochange

78



1651
1652

1653

1657
1658

1659

1660

1661
1662
1663
1664
1665
1666
1667
1668

1669

1670

1671

- 1672

|99

No éhange

Containers holding r’adioactive material that dees do not ekceed the limits for
excepted quantity or article as defined and limited in 49 CFR 173.403, and
173.421 through 173.424, and are transported, packaged, and labeled in

accordance with 49 CFR 172.436 through 172.440, 4999—Eémeﬁ,—p&bh—sheé

revised October 1, 1999 2007, by-the-Office-of Federal Register National-

Archivesand-Reecords-Administration, incorporated by reference, and enfile-with-

, eemaiﬂs—ae—fa%ufe—edﬁieﬂs—erfameﬂémeﬁts;—available under R12-1-101. This

incorporated material contains no future editions or amendments;

Containers that are accessible only to individuals authorized to handle, use, or
work in the vicinity of the containers, if the contents are idenﬁﬁed to these
individuals by a readily available written record. Examples of cbntainers of this
type are containers in locationé such as water-filled canals, storage vaults, or hot

cells. A licensee shall retain the record as long as the eentainers-are container is in

use for the purpose indicated on the record; or

No change

R12-1-434.  General Requirements for Waste Disposal

No change

No change

No change
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1673

1674

1675

1676

1677
1678
1679
1680
1681
1682
1683
1684
1685
1686
1687
1688
1689

1690

1691

1692

1693

1654

No change |

W

s

No change

“otherpersons To receive waste containing licensed material from other persons. a person

shall be specifically licensed for:

1. No change
2. No change
3. No changei
4. No change

5. No change

R12-1-435. Method for Obtaining Approval of Proposed Disposal Procedures

in-the licensee’s-operations- For disposal of licensed material generated in the licensee’s

operations, a licensee or applicant for a license may apply to the Agency for approval of disposal

proposed procedures, not otherwise authorized in this Chapter. Each application shall include:

1. No change
. 2. . Nochange
3. No change
4. No change
5. Nd changeA
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1695
1696
1697
1698

1699

1700

1701
1702
1703
1704
1705
1706
1707
1708
1709
1710
1711
1712
1713
1714

1715

R12-1-440. Compliaﬁce with Environmental and Health Protection Regulations
Nothing in R12-1-434, R12-1-435, R12-1-436, R12-1-437, R12-1-438, or R12-1-439 relieves the |
licensee from complying with other applicable federal, state, and local regulations governing any
other toxic .or hazardouvs.properties of materials that may be disposed of according to RI2-+-434;-

R—Q—HSéTR-LM%éTR}Q—H%—ervI—Z—%S%TeM the rules listed in this Section.

R12-1-443.  Reports of Stolen, Lost, or Missing Licensed or Registered Sources of

Radiation -

A. No change

1. No change
2. | No change
3. No change
B. No change

1. No change
2. No change

No change

LI

4. No change
5. No change
6. No change

C. No change
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| 1716
1717
1718
1719
1720
1721
1722
1723
1724
1725

1726

1727 .

1728

1729 -

1731

1732

1733

1734

1735

1736

1737

D.

The licensee or registrant shall provide the Agency with the names of individuals who

may have received an exposure to radiation as a result of an incident asrequiredin

repor_ted to the Agency under subsection (B).

R12-1-446.  Notifications and Reports to Individuals

A.

B.

No change

Each In addition to the reporting requirements in R12-1-445, each licensee or registrant
shall notify the individual exposed to radiation or radioactive material-in-thereport-to-the-

Ageney-required-in R12-1-445 -A separate The notice to the exposed individual shall be

provided no later than the date the report is submitted to the Agency and shall comply

~ with R12-1-1004(A).

R12-1-447. Vacating Premises

A.

C.

Ifa fgcility has been used for actilvities involving radioactive material eaeh a licensee shall
notify the Agency in writing of the intent to vacate the facility no less than 45 days béfor¢
relinquishing possession or control of the facility.

If a facility is contaminated with radioactive material, the a licensee vacating the facility
shall decontaminate it using Agéncy—approved procedurés.

No change

R12-1-448. Additional Reporting

A.

No change
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1738

1739

1740

1741

1742

1743

1744
1745
1746
1747

1748

1749

1750

1751
1752
1753
1754
1755
1756
1757
1758

1759

B. Each licensee shall notify the Agency within 24 hours after the-disecovery-of discovering

any of the following events involving licensed material:

1.

LI

A contamination event that:

a. Reqm—res Requires that.anyone haying access to the contaminated area;-by-
workers-or-the-publie;-being be restricted for more than 24 hours by the
imposition of additionql radiological controls to prohibit entry into the
area; and

b. No change

c. No change
No change
a. No change

b. No change
c. No change
No chémge
No change
a. No change

b. No change

C. No change

L.

o

o

No change
No change
No change -

No change



1760
1761
1762
1763
1764
1765
1766
1767

1768

1769

1770
1\771
1772
1773
1774
1775

1776

1777

1778
1779
1780

1781

D.

5. No change

Each licensee who makes a report require’d by subsection (A) or (B) shall submit to the
Agency a written follow—ﬁi) report within 30 days of the initial report. Written reports
pre‘pared as required .by other rules may be submiﬁed to fulﬁll this requiremént_ if the
reports contain all of the required information in this See»‘ciéﬁ'subsection. The licensee
shal%—sead—t—he—w&t&eﬂ—fepeﬂ—te—theﬁgeﬂey The report shall include the following:

1. No cﬁange | |

2, No chaqge

3. | No .cha.mge

4. | No chanée

S. | No change

6. The extent of personnel exposure efindividuals to radiation or to radioactive

materials without identification of individuals each exposed individual by name.

R12-1-449.  Survey Instruments and Pocket Dosimeters

A.

B.

C.

D.

No change

No change

1. No change
2. No.changé
No chénge

No change .

1. - Nochange
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1782 2. No change
1783 E.  Nochange

1784 F. No change

1785 ‘ 1. Have been evaluated for proper operation annually and followrng repair, usinga .
1786. procedure acceptable to the Agency unlese a more frequent evaluation is required
1787 b\) license condition. &&mg—a—preeeéure—aeeep%ab}e%e—theﬁgeﬁey;&r—pfepe{— _
- 1788 ‘y

1789
1790 - ) »
1791 : éﬁﬁt—e%zer—a—}él—he&r—peﬁeé; (Unless the dosimeter is electronic, the evaluation of

- 1792 the dosimeter ehall include a drift test over a 24-hour period.): and
1793 2. Meet the performance criteria listed in Pvl-%%é%—%B} R12-1-523(C)and R12-1-
1794 1130(Q). |

1795  G.  No change
1796

1797 R12-1-454. Nationally Tracked Sources

1798  A. A licensee who manufactures. receives. transfers. disassembles. or disposes of a nationally
1799 tracked source shall complete and submit to the erclear Regulatory Commission’s (NRC)
1800 National Source Tracking System and the Agency. a National Source Tracking Transaction
1801 Report that contains the information required in 10 CFR 20.2207(a) through (e‘). January 1.
| 1802 2008. incorporated by reference. and avaﬂable under R12-1-101. This incorporated
1803 material contairls no future edifions or amendments. The report-shall be submitted by the
1804 | close of the next buéinessrdav after the transaction in a reporting form specified in 10
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1805
1806
1807

1808

1809

1810
1811

1812

1813

1814
1815
1816

1817

1818

1819

1820

1821

1822

&=

10

1<

CFR 20.2207(f). revised January 1. 2008. incorporated by reference. aﬁd available under

R12-1-101.- This incorporated material contains no future editions or amendments.

The initial National Source Tracking Transaction Report shall contain the information

required in subsection (A), be submirte_d in a form specified in 10 CFR 20.2207(f) and

.include the additional information required by 10 CFR 20.2207(h)( 15 through (6). revised

J ar_niarv 1, 2008. incorporated by reference. and available under R12-1-101. This

incorporated material contains no future editions or amendments.

A licensee shall correct any error in previously filed National Source Tracking.

Transaction Reports or file a new report for anv missed transaction within five business

days of the discovery of the error or missed transaction in accordance with 10 CFR

20.22%), revised January 1, 2008, incorporated by reference. and available under R12-

} 1-101. This incorporated material contains no future editions or amendments.

" A licensee who receives a nationall? tracked sealed source shall not disassemble the

source unless specifically authorized to do so by the Agency.

- ARTICLE 6. USE OF X-RAYS IN THE HEALING ARTS

R12-1-602.  Definitions .

The following definitions apply in this Article:

“Accessible surface’; | No change
“Added filter” : , .. . Nochange
“Aluminum equivalent” : : No change
“Assembler” } ‘ No change
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1840

1841
1842
1843
1844

1845

“Attenuation block”

“Automatic exposure control”

“Barrier” (See “Protective barrier”)

“Beam_axis”
“Beam-limiting device”
“C-arm x-ray system”
“Changeable ﬁl.ter”
“Cineﬂuorography”
“Coefficient of variation”
“Collimator”

“Compression device”

. “Computed tomography”

“Contact thefapy system”
‘;Control pahel”

“Cooling curve”

“CT gantry”

“Dead-man switch”

“Diagnostic source assembly

“Diagnostic x-ray system”

No change

No change

No change
No change
No change
No change
Né change
No change
No change
No change
No change
No change
No change
No change
No change ‘
No change
No change

No change



1846 - “Direct scattered radiation” : No change
1847  “Entrance exposure rate” _ - No change

1848  “Equipment” (See “X-ray equipment”)-

1849  “Filter” - , ' A No change
1356 “Fluoroscépic imaging assembly” ’ No change
1851  “Fluoroscopic system” No change
18.52 “Focal spot” No ;hange
1853 “-General purpose radiographic_ X-ray system” | No change
1854.  “Gonadal shield” | o ' No chapge
1855 “Grid” | -~ Nochange
1856  “Half-value layé_r (HVL)” - No change

185 7 “Healing arts radiography” means the praetice-ofapplying application of x-radiation to human

1858  patients by a person certified in accordance with R12-1-603(B)(1). or a licensed practitioner, for

1859  diagnostic or therapeutic purposes at the direction of a licensed practitioner. Healing arts .

1860  radiography includes:

1861 | Positioning the x-ray beam with respect to the patient;

1862 Anatomical positioning of the patient;

1863 Selécting exposure factors; or

1864 ‘Initiating the exposure.

1865 | “Healing arts scréening”. : | ' . No changé
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1866

1867

1868

1869

1870

1871 -

| 1872
1873
1874
1875
1876
1877

1878

1879

1880

1881

- 1882

1883

1884

“Image intensifier”

“Image receptor”

“Inherent filtration™

“Kilovolts peak (kVp)” (See “Peak tube potential’;)
“Lead equivalent”

“Leakage radiation”

“Leakage technique factors”

“mA”

“Mammographic x-ray system”

[13 k)

mAs
“Mobile equipment” (See “X-ray equipment”)
“Peak tube potential” -

“Phantom”

“Phototimer” (See “autematicAutomatic exposure control”)

“Portable equipment” (See “X-ray equipment”)

“Primary protective barrier” (See “Protective barrier”)

“Protective apron”
“Protective barrier”
“Primary protective barrier”

89

No change
No change

No change

No change -
No chan‘ge
No change;
No change
No change

No chémge

No change

No change

No change

No change

No change



1885
1886
1887

1888

. 1889

1890
1891
1892
1893
1894
1895
1896

1897

1898

1899

1900

1901
1902

1903

b

“Secondary protective barrier’

“Protective glove”

~ “Scattered radiation”

“Screen” or “intensifying screen”

“Secondary protective barrier” (See “Protective barrier”)

~ “Shutter” (See eellimator “Collimator”)-

“Source”

“Soufce-image recéptor distanc¢ (SID)”

“Spot check”

“Stationary equipment” (See “X-ray equipmeﬁt”)
“Stray radiafion”

“System” (See x-ray “X-ray system”)
“Technique .c_:hart”
“Technique factors”
“Tréatment simulator”
“Tube”

“Tube housing assembly”
“Tube rating chaft’;

“Useful beam”

90

No change |
No change
No change

No change

No changé
No change

No change

'No change

No chénge
No. change
No change
No'change
No chan.ge. |

No change

- No change



1905

1906

1967

1908

1909.

1910
1911

1912

1913

1915

O
[
O

Ne
[N
—

N
o
o

N3
(%)

1O
Ax

“Visible area”

No change

‘K-ray equipment” No change

“X-ray tube”

R12-1-603.

A.

W

“Mobile” means x-ray equxpmem mounied on a permanent base with wheels or casters

for moving while completely assembled.

“Portable”

2

means x-ray equipment designed to be hand-carried.

“Stationary” means x-ray equipment installed in a fixed location.

“Transportable mobile” means x-ray equipment installed in a vehicle or trailer.

“X-ray system” g ’ No change

No change

Operational Standards, Shielding, and Darkroom Reguirements

RS

No change
No change
1. No change
2. No changs
3. No chenge
No change
1. No change
2 A registrant shall ensure that ation provided by a protective barrier meets or

exceeds the level of protection established in theNatonal-Cous

«;\~4.L._'

(O ey vy

Protection Report No. 49-Stmetural Shisl

\D
—a



1925
1926
1927
1928
1929
1930

1931

1940

1941

1942

1943

1944
1945

1946

(VD)

R12-1-416. 147 Structural Shielding Design for Medical X-ray Imaging

Facilities, November 19, 2004, published by the National Council on Radiation

Protection and Measurements (NCRP). NCRP Publications. 7910 Woodmoun{

Ave., Suite 400, Bethesda, MD 20814-3095. This report is incorporated by

reference and available under ‘Rl 2-1-101(E). The incorporated material contains

no future editions or amendments. Copies of the report are available from NCRP

Publications: online at http://nerppublications.org: toll free at (800) 229-2652

(Ext. 25): or e-mail at NCRPpubs@NCRPonline.org which-is-incorporated-by-

no-future-editions-or-amendments: Each registrant shall use this incorporated

referenee-material to provide sufficient shielding to prevent public exposure #-

excess-that exceed of the limits in R12-1-416.

No change

a. No change
b.  Nochange
c. No change



1947
1948
1949
1950
1951
1952
1953
1954
1955
1956
- 1957
1958
1959
1960
1961
1962
1963
1964
1965
1966
1967

1968

d. No éhange
€. No change
4. No change

- A registrant shall install shielding that limits radiation exposure to 2. mRem ina

5.
week for personnel in the x-ray machine control booth.
D. Film Processing and Darkroom Requirements. A registrant shall:
+
bT .
&
2
3-




Ensure that the darkroom is licht-tight and use proper safe-lighting. so that any

196§ 1
1970 film type in use is exposed in a cassette to x-ray radiation sufficient to produce an
1971 optical density from 1 to 2 when processed, the film is exposed in thé darkroom
1572 for two minutes, and exposure will not produce an increase in optical density |
1973 ' ’ gfeater than 0.1 (0.05 for mammography) (A process;)r with a daylight loader
1974 , satisfies this requirement). A
1975 2. Ensure that film is stored in a cool._drv place and is protected from radiation -
1976 exposure: and that film located in open packages is stdred in é light-tight
1977 container. |
1 978 3. Ensure that film cassettes and intensifving screens are inspected annuélly
1979 _ : éleaﬁed. and replaced as necessary:
1980 4. Ensure that film cassettes contain film and infensifying screens of the same
1981 - sensitivity;
"~ 1982 5. Ensuré that automatic film processors develop film in accoraanée with time-
1983 ' temperature relationships recofnmended by the film manufacturer:‘
1984 6. Ensure that manually developed film is developed in accordance with the time-
1985 temperature relationships recommended by the manufacturer. aﬁd that a timer.
1986 thermometer. and a time—temperatufe chart are available and used in the
1987 .darkroom:
1988 7. Ensure that film processing solutions aré prepared and maintained in accordance
. p > _
1989 with the directions of the manufacturer; and
1990 8. Ensure that outdated film shall not be used for diagnostic radiographs.
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1991
1992
1993

1994

1995

1996

1997

1998

1999

2000

2001
2002
2003
2004
12005
2006
2007
2008
2009
2010
2011

2012

R12-1-604.

A.

General Procedures

The-Each registrant shall ensure the following procedural requirements are met in the

operation of x-ray equipment:

1.

2.

Lo

No change
No change

a. No change

b, No change

c. No change

d. | No changé

No change

a. ~ No change

b. No change

C. Exposure of an individual for the purpose of healing arts screening, except
as "authorized by the Agency after submitting to the Agency the
information listed in Appendix A of this Article- (If any information
submitted to the Agency changes, the registran‘E shall immedia;cely notify

the Agency of the changes)-;

d. Routinely holding film or a patient during an exposure to x-ray radiation:
or
e. Exposure of an individual to fluoroscopy as a positioning method for

general purpose radiological procedures.
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2013
2014
2015
2016
2017
2018
2019
2020
2021
2022
2023
2024
2025
2026
2027
2028

2029

[

-
>

41

No change

The registrant shall check radiation proteétive equipment for reliability and

' integrity defects on an annual basis. as follows:

Aprons ,qloves. and shields shall be checked for holes, tears. .and breaks.

a.

b. If defects are found in fhe_equipment, the registrant shall r¢p1ace or
rgmové it from service. Equipment removed from service shall not be ﬁut
back into service until it js repaired.

C. A record of the annual reliability and inte;gritvﬁ check and any equipment

replacement shall be maintained for three years.

Record-ofsurveys Survey, ealibrations calibration, maintenance, and

modifieations modification records (from-the-original-schematies-and-drawings)
perfermed-on regarding the X-ray machine or room after the-effective-date-of
these-rules;-alongwith-the-names-efpersons which include the name of the person

who performed the service.

A—eeﬁ#ef—aﬂl—}-éeﬁespeﬁéeﬁee Correspondence with the Agency regarding the x-

ray machine facility.
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2040

2041
2042
2043
2044

2045

2046

2047

2048

2049

2050

2051

2052 -

2053
2054
2055

2056

R12-1-605.  X-ray Machine Standards

A. No change

B.  No change

C. No chanée '
1. No change
2. Né change
3. No change .

4, No change

5. When'determining the minimum aluminum equivalent filtration, The the
registrént shall' include the filtration contributed by all materials that are always
present between the focal spot of the tube and the patient (for example, a tabletop -

when the tube 1s mounted “under the table” and inherent filtration of the tube).

D No change

E. No change

| F. No change

" Accuracy deviation. A registrant shall not use an x-ray machine if the measured

&

technique factors for kVp and time duration are not within the limits specified by the

manufacturer. In the absence of the manufacturer’s specifications. a registrant shall not

use an x-ray machine if the measured kVp is not within 10 % of the indicated kVp value

and the measured time duration is not within 20% of the indicated time.

R12-1-606.  Fluoroscopic and Fluoroscopic Treatment Simulator Systems
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2057

2058
2059
2060
2061
2062
2063
2064
2065
2066
2067
2068
2069

2070

No change

1.

2.

(U8)

4.

5.

No change

Ensure that the x-ray field size produced by fluoroscopic systems without image
intensification } does not extend beyond the visible area of the image receptor at
any SID;

No change

No change

No change

Fluoroscopic primary protective barrier. A registrant shall;

1.

L

No change

No change

No change |

No change

a. For equipment installed before November 15, 1967, the required lead
vequi'valbe.:nt of the barrier t is not less than 1.5 millimeters for fluoroscopes
that produce less than 100 kVp, 1.8'millimeter§'f0r fluoroscopes thaF
produée. from 100 kVp up-to but less than 125 kVp, and 2.0 millimeters

-, for fluoroscopes that produce 125 or more kVp. (For conventional

ﬂuorqscépes, these requirements may be assumed to have been met if the
exposure rate measﬁred at the viewiﬁg surface of the fluorescent screen
.does not exceed. 12.9 pC./kg (50 rﬁilliroentgens) per hour with the screen

in the primary beam of the ﬂuoroscbpe without a patient, under normal
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2079
.2080
2081
v2082
2083
2084

2085

2086

2087

2088

2089

2090

2091

2092

2094
2095
2096
2097
2098
2099

2100

operating conditions.) For equipfnent installed or reinstalled, the required

lead equivalent of the barrier is 2.0 millimeters for fluoroscopes that

produce less than up-te 125 kVp or 2.7 millimeters for fluoroscopes that

produce 125 or more kVp.

b. - No change
c.  Nochange
No change
1. No change
2. No change
a. No change
b. No changé
3. ‘No change
a. No change
b. No change | . (
C. Nd change
d. No change
e. No change
f. . No change

No change

1.

o

(US)

No change
No change

No change
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2106
2107
»2108
2109
2110

2111

2112

2113

2114

2115

2116 -

2117
2118
2119
2120
2121

2122

1.

4. No change
E. No change
I. No change-
2. No change
3. No change
| F. No change
1. No change
2. No change
3. No change
4 No change
G. No chaﬁge
- H. No change
1. No change
2. No change
3. No change
4. No change
5. No change -
, R1.2-1-607.' Additional X-ray Machine Standafds, Shielding Requiremenfs,' and
Procedures, Except Fluoroscopic and Dental Intraoral Rédiqgraphic Systems
A.  Nochange | |

‘No change
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2123
2124
2125
2126
2127
2128
2129

2130

2140

2141

2142

2143

2144

2.

5}
J.

. No change

a. No change

- b. No change

c. No change
d. No change
e. No change

No change

No change

1.

(V8]

No change
No change
No change
No change'
a. No change

b. No change

No change

1.

(%)

No change
No change
No change

No change

No change

1.

2

No change

No change
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2145
2146
2147
2148
2149
2150
2151

2152

2133

2154

2155

2156

2157

2158

wo

o

No change

No change

a. No change
| b.. No change

C. No change

d. No change -

e. No change

Provide documentation in the order specified:

a.

c

e.

The patient's identity.

The x-ray examination. as recorded in a radiographic log.

The date the examination is performed,

. The number of projections (if applicable). and

- A method of identifying the individual who performed the examination.

The registrant shall maintain in chronological order. the documentation required

in subsection (D)(5) in written or readily available electronic form. The

documentation shall be maintained for three vears from the date the examination

is performed.



2167

2168

2169

2170

2171

2172

2173

2174
2175
2176
2177
2178
2179
2180
2181
2182
2183
2184

2185

2186

2187

2188

R12-1-608. Mobile Diagnostic Radiographic and Fluoroscopic Systems, Except Dental

Intraoral Radiographic Sysfems

A. No change
1. No change
2. A-For mobile radiographic units the registrant shall prqvide a “dead-man”
switch, togethér with an electrical cord of sufficient length so that the operator can
stand out of the useful beam and at least 1.82 meters (6 feet) from the patient
during all x-ray exposures,
3. No change
B. No change
C. No change_
l. No change
2. No change
R12-1-610.  Dental Intraoral Radiographic Systems
A. No change
l; No change
2. No change
3. No change
4. No change
5. No change



2 189 , 6. No_.change

2190 7. No change

2191 : 8. Use a control panel that includes:

2192 e

2193 ‘ A means to provide visual or audible iﬁdication, detectablé at ori from the

2194 operator’s position, during x-ray production or exposure termination. and

2195 b.

2196 _

2197 B selected for the-exposure: Indication bf technical factors for kVp. mA,
2198 | . exposure time, and any special r_node that may be selected for the a

2199 exposure.

2200 9. Use technique fz;ctors. ’Whére devibation of measured or indiéa‘Fed Values for kVp

2201 | and exbosure time, do not exceed the limits speciﬁed by the manufapturef. In the

2202 ~ absence of the manufacturer’"s' specifications. the deviatioﬁ shall not éxceed plus

2203 | or minus 10% of the indicated value for kVp and plus or minus 20% for exposure

2204 _ time duration.

2205 10. For a digital system, use digital radiography techniques that permit reducing x-ray

2206 _ /beém on-time to 25 % of the exposure time required for “D” speéd film, reducing

2207 radiation to the patient by the sameirvate. |

2208  B. No change
2209 1. No change

2210 2. No change
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2211 3. No change
2212 4. No change
2213 . 5. No change

2214  C. No change

2215 1. No change

| 2216 2. No change
2217 3. No change -
2218 4. No change
2219 5. No change

2220
2221  R12-1-611. Therapeutic X-ray Systems of Less Than 1 MeV

T 2222 A No change

2223 1. No change

2224 a. Contact therapy systems. Leakage radiation { does not exceed 25.8 uC/kg
2225 (100 milliroentgens) per hour at 5 centimeters (2 inches) from the surface
2226 | of the tube housing assembly.

2227 b. 0-150 kVp systems. Sysfems that are manufactured or installed before
2228 - January 2, 1996, + have a leakage radiation that does not exceed 258
2229 | . nC/kg (1 roentgen) in 1 hour at 1 meter (3.3 feet) from the source.

.2230 | c. 0-150 kVp systems. Systems that are manufactured on or after January 2,
2231 ‘ ' 1996, 1 héve a leakage radiation that does not exceed‘ 25.8 uC/kg (100 .
é232 _ milliroer-ltgens) in 1 hour at 1 meter from the source.
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2233 d.  Nochange

2234 2. No change

2235 3. No change

2236 a. Removable and adjustable’beam-limiting devices 1, for the portion of the
2237 useful beam to be blocked by these devices,‘transrhit not more thaﬁ 1
2238 - percent of fhe original x-ray beam at the maximum kilo-voltage and
2239 maximum treatment }ﬁlter; and |

2240 b. = Nochange

2241 -4, No change

2242 a.  No change

2243 b. No chéng_e

2244 e No change

2245 5. No change

2246 6. No change

2247 7 Noichange

2248 a. No change .

2249 b. No change

2250 : s C. No change

2251 d. No change ‘

2252 e. No change

2253 . f.  Nochange

2254 8. No change
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2255
2256

2257

2258

12259
2260
2261

2262

10.

11.

12.

a. No change A

b. No change
C. No change
d. No change
e. No change
f. No change
No change

a. No change
b. No change

c. No change

No change

No change
a. No change

b. No change

No change

No change

1.

!\)

(O8]

‘No change

No change
No change
No change
a. No change

b. - No change
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2277
2278
2279
2280

2281

2282

2283
2284
2285
2286
2287
2288
2289
2290
2291
2292
2293

2294

2295

2296
2297

2298

No change-

c.
d. No change
C. No change’
1. No change
2. | No change |
3. No change
D. ‘No change
1. No change
a. No change

b. No change
c. No change

d. No change

2. ‘No change
3. No change
4, No change
5. ‘ No change
6. No change
~ E. No change
1. No change
2. No change
3. No change
4. No change
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2299 5. Nochange
2300 F.  No change

2301 1. ‘No change

23 02 2. No change
2303 3 No change -
2304 4, | No change
2305

2306  R12-1-612. Computerized Tomographic Systems

2307 A No change

2308 1. No change -
2309 2. No change
2310 3 No change -
2311 . 4. No change
2312 5. : No change
2313 | 6. No change
2314 7. - Nochange
2315 ' 8. No chénge
2316 9. No change

- 2317 10. No change

2318 B.  Nochange
2319 1. No change

2320, 2 ~No change
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No change

1. No change

a No change

b. No change

2. No change

a.  No change

b.  Nochange

No change

(8]

a.  Nochange
b. No change
C. No change

4. No change

5. No change
6. No change
7. No change

8. No change

No change
1. No change
2. No change

a. No change
b. No change

c. No change
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2343
2344
2345

2346

2347

2348

2349

2350

2351

2353

2356

~

2.

d. No change

" No change

No change

1.

w

5.

1.

2.

(U9

No change .

a. No chaﬁge
b. No change
c. No change

d  No change

‘No change

No change
No change

No change

- No change

No change

No change

a. No change

b. | No change
No change
a. No change
b. No change
No. change

a. . No change
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2365 N b. No change

2366 5. No change

2367 G. CT units designated for simﬁlator use. veterinary use. and non-diagnostic conjunctive use
2368 _ in a PET unit are exempt from the requirements in subsection (F). -

2369 |

2370  R12-1-614. Mammography

2371 A. No change:

2372 1. Only radiation fnachines specifically designed for mammegraphy mammographic
2373 examinations are used; | ' |
2374 2. No change
2375 3. No change
2376 4. Nochange
2377 5. The combination of focal spot size, source-to-image distance and magnification
2378 produces a radiogrgph with a resolution of at least 12 line pairs per millimeter at
2379 . an object;to-image receptor distance of 4.5 centimetérs; or the standér’ds in TableA
2380 ' 3-3 of the America.n Assee}a%es Association of Physiéiéts in Medicine (AAPM)
23 8‘1 “Equipment Requirements and Qualitv Control for Mammography.” Report No.
2382 29, August 1990 editier, published by the American Institute ‘of»Physics, Ine
2383 Suite INO1, 2 Huntington Quadrangle. Melville. NY 11747. (The report is
2384 available online at: http://W.aapm.org/pubs/reports; print copies may be
2385 purchased from Medical Physics Publishing, 4513 Vernon Ble.. Madison, WI

2386 53705: toll free at (800) 442-5778.) whﬁh—w—meefpe;a%ed—bfy—fefefeﬁee,—eﬂ—ﬁ-}e—
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2388
2389
2390
2391
2392
2393
2394

2395

2396

2397
2398
2399
2400
2401
2402
2403
2404
2405
2406
2407

2408

10.

11.

12.

= This report is

incorporated by reference and available under R12-1-101(E). The incorporated

material contains no future editions or amendments:

No change

The maﬁamegpaphy mammographic x-ray system with initial power drive:

a. No change

b. No change

c. No change

A mammesraphy mammogrphic x-ray system using screen-film image receptors
has:

a. No change

b. | No change

All m&mmegﬁaphy mammographic x-ray systems + indicate; or provide a means

of determining, the mAs resulting from each exposure made with automatic
exposure control;
No change

No change

Mammegraphy Mammographic x-ray systems operating with automatic exposure
control are capable of maintaining a film density within 0.15 optical density units

over the clinical range of kVp used, for a breast having an equivalent phantom

thickness from 2 to 6 centimeters—H+thefilm-densitycannot-be-maintained-to-




2409
2410
2411
2412
2413
2414

2415

2416

2417

2418

2419

2420

2421

2422

2423
2424
2425
2426
2427
| 2428
2429

2430

14.

15.

%hfela%ess—aﬁééeﬂs&y— If a technique chartis used, the operator shall maintain the

film density at-within 0.15 optical density units of the mean optical density.

At a kVp of 28, the mammegraphy mammographic x-ray system is capable of
generating at leésf 2.0 uC/kg/mAs (8mR/-mAs) and at least 200 uc‘l}kg/second
(800 mR/second), measured at a point 4.5 centimetéré above the surface of the
patient sﬁppon device when the source-to-image receptor distance is at its
maximum;

Gasée&es'm are not used for mammography if one or more afeas of greater
than 1 em2 cm® of poor screen-film contact are seen when tested, using .a 40
mesh scréen test; |

M&mmegr—aphy Mamfnographic image quality: |

a. Meets the minim\ﬁm mammography film standards for phantom

performance in “Mammeography Mammographic Quality Control

| Manual,” 3992 1999 edition, published by the American College of

Radiology (ACR), P.O. Box 533, Annapolis Junction, MD 20701, (The

manual is available from ACR: tool free at (800) 227-7762: e-mail at:

incorporated by reference and available under R12-1 -101(E). The

incorporated material contains no future editions or amendments; or

114



2442
2443

2444

2445

2446

2447

2448

2449
2450

2451

2452

16.

17.

b. Is sufficient to demonstrate in the image produced the presence of at le"ast
4 fibers, '3 speck groups, and 3 masses that include avO.‘7_5 millimeter fiber,
a 0.32 millimeter speck group, and a 0.75 millimeter mass, using a
Radiation Measurements Inc. (RMI), Model 156 phantom or its equivalent

and results with a background density of at least 1.40 optical density;

No change

A radiologic physicist who meets the requirements in R12-1-614(C)(1)(c)

evaluates the operation of a mammegraphy mammographic x-ray system:
a. No change |
b. No change

c. No change

B. No change

1.

Each mammegraphy mammographic facility has a quality assurance program, and-
thet the quality assurance program includes performanee and docufnentation of
the quality control tests in subsection (B)(2), conducted at the required time
intervalss. W}t-h—tes%m results that shall fall within the specified limits in.

subsection (B)(2) or the registrant shall take corrective action takenifresultsfall

outstde-of thespeeified-limits and maintain documentation that the results are

within specified limits before performing or processing any further examinations

using the system that failed. A radiologic physicist, as defined in R12-1-

614(C)(1)(c), shall review the program and make any recommendations necessary

for the facility to comply with this Section;
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24353 2 The quality assurance program meets the federal requirements eentained

2454 (Contained in 21 CFR 900. 12(d)(i); (e)(1); (e)(2)(1),(i1), an.d (iii); (e)(3); (e)(4),
2455 _ (e)(5)(1), (i1), (iii)(A), (iv), (v), (vi), (vii)(B) and (C), (viii), (ix), (x), and (x1);
2456 _ | (e)(8)(i); (e)(9)(‘ii); and (e)(10), 2601-edition;published-Aprit1:-2001-whichis-
2457 ‘ » ' " |
2458 eéﬁeﬂs—e%ameaémeﬁ%srer—mee%s—me-feﬂwweqﬁﬁeme% revised April 1.
2459‘ 2008, incorporated by reference and available under R12-1-101. This

2460 incorporated material contains no future editions or amendments.) or the

2461 following 'requirements:

2462 a. No change |

2463 b. ) Weekly phantom image quality evaluations demonstrate the visualization
2464 : - of at least four fibers, thr.ee spéck groups, and thrge masses with a

2465 _ | background of >+28 1.40 optical density ef-eperatinglevel, not Vafying
2466 o by +£0.20 optical density of operating level; ‘
2467 | c. No.cha.nge

2468 : d. No change

2469 | . e. ~ Nochange

2470 f. No change

2471 g. Semiannual screen film contact evaluations meet the limit e£—<—l—9—

2472 eeﬂame%epse}ﬁafeé—&;ea—e#peef—eeﬁ-tae% of iess than one area of ﬁoor
2473 | contact of 1 centimeter squared, using a 40 mesh screen on all clinicaliy-
2474 | ' - u;ed screens;' |
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2475

2476

2477

2478

2479
2480
2481
2482
2483

2484

2485

2486

2487

2488

2489

- 2490

2491

2492

2494

2495

2496

Semiannual automatic compression force evaluations meet the limit of /=

greater than or equal to 25 pounds (111 Newtons) and <47 less than 45

pounds (269 200 Newtons); and
Annually and whenever indicated for installation, major repairs, parts

replaéement, or as deemed necessary by a qualified expert when quality

control test results indicate a survey is necessary; the survey shall include

all of the following tests: automatic-exposure-control-performance-and-

i | Automatic exposure control performance and thickness response;
L Accuracy and reproducibility of kVp;

i,  System fesolution;

v. Breast entrance air kerma and ‘automatic exposure control

reproducibility:

V. Average glandular dose:

Vi. X-ray field, light field and image receptor alignment;

Vii. Compression paddle alignment;

vill.  Uniformity of screen speed;
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2497
- 2498
2499
2500
2501

2502

|~

C..  Nochange

X, Svystem artifacts;

X. Radiation output;
X1. Decompression;
xii.  Beam quality and half value lavyer;

For systems with image receptor modalities other than screen film. the

quality assurance and quality control program meets or exceeds the

recommendations by the manufacturer: and

The registrant maintains records documenting compliance with the

provisions in this subsection for three vears from the date each

requirement is met. The records shall be made available for Agency

inspection.

1. Each registrarit shall require personnél who perform mammography, which

" includes the production, processing, and interpretation of mammograms and

related quality assurance activities, to meet the following requirements:

a.

An interpreting physician shall meet the federal requirements of-

(Contained in 21 CFR 900.12(a)(1)(1) and (i1)(A) and (B), 200+-edition;-

%he—AgeﬂeyTaﬁé—ee%&sﬁe—fu%uf&eéme%—er—ameﬁémeﬁs revised April

1. 2008, incorporated by reference and availlable under R12-1-101. This

incorporated material contains no future editions or amendments.); or:

1. No change
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2519
2520
2521
2522
2523
2524
2525

- 2526

2527

2528

02529

ii.

1il.

1v.

No change
No change
Have interpreted or reviewed an average of 300 mammograms per
year during the preceding two years or have corhpleted a radiolo gy

residency that included mammogram image interpretation; and

Have completed 15 hours of continuing medical education credits

in mammography during the preceding three years-; and

Have received at least eight hours of training specific to each

\

mammographic modality before engaging in independent

A mammegfaphy mammographic technologist shall meet the-federal

- requirements (Contained in e£21 CFR 900.12(a)(2)(1)(B), (a)(2)(ii), and

" o >

amendments revised April 1, 2008, incorporated by reference available

under R12-1-101, This material contains no future editions or

amendments.); or:

i.

Possess a valid mammographic technologist certificate issued by
the Medical Radiologic Technology Board of Examiners, as
required in A.R.S. § 32-2841, or be pursuing mammography

certification by training under the direct supervision of a
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2540 " technologist who possesses a valid mémmographic technologist

2541 | | ceniﬁcate,—aﬂé
2542 | | il. Have .performed at least 200 »mamr‘nogravphic examinations in the
2543 precedin,qiwb_ years:
2544 o il Have completed 15 hours of cOntinuing'medical education credits
2545 \ in mammography.during the preceding th;ee years: ; and
2546 | A Have received at leasf eight hours of training spéciﬁc to each
2547 ' V _V mammographic modality to be used by the technologist in
2548 - - performing mammo,ciraphicv examinations.
2549 | o c.‘ A radioloéic physicist shall meet the federal requirements (Contained in
2550 | . | : 21 CFR 900.12(a)(3)(1) and (iii), and 21 CFR 900. 12(a)(4), 266+-editions
2551
2552
2553 ' ' April 1. 2008, incorporated by reference and a\‘/ailablé under R12-1-101.
2554 | Tixis material contafins no future editions or amendments.); or
2555 i, Nochange

| 2556 | i No cﬁange
2557 il No change
2558 iv. No change‘
2559 v. Ha\}e, after completing the éxp_erience requirements in subsection

' 2-560 ' (OA)c)(iv), cdntihliing experience surveying two marmmegraphy



2564
2565
2566
2567

2568
2569
2570

2571

2573
2574
2575

2576

2. No change -

vii.

mammographic facilities and evaluating six mammosraphy

mammographic units during the preceding two years; and

Have completed 15 hours of continuing medical education credits

in mammography during the three preceding years:

Have received at least eight hours of training specific to any

modality surveyed: and

D. Mammegf—ajahy-MammograDhic films and reports. A registrant shall:

1.

R12-1-902.

“Added filter”

- “Arc therapy”

Maintain films and reports for a minimum of five years. In those cases where no

subsequent mammeeraphy mammographic procedures are performed, the

registrant shall maintain films and associated reports for 10 years. If the .

mammo‘graphy facility is closed, the registrant shall make arrangements for

storage of the films and associated reports for five years after the closure; and

Make films and reports available for comparison upon request for temporary or

permanent transfer to other mammesraphy mammographic facilities.

ARTICLE 9. PARTICLE ACCELERATORS

Definitions

No change

No change



2581
2582
2583
2584
2585
2586
2587
. 2588
2589
2590
2591
2592

2593

2594

2595
2596
2597

2598

“Authorized medical physicist” means an individual who meets the requirements in R12-1-711.

For purposes of ensuring that personnel are adequately trainéd. an authorized medical physicist is

included withinv the definition of “qualified expert” as defined in Article 1.

“Beam-limiting device;’
“Beam-monitoring system”
“Control panel”

“Full beam detector”
“Gantry”

“Inferlock”

“Isocenter”

“Monitor unit”

“Moving beam therapy”
“Rotational beam therapy”
“Skip therapy”

“Spot check”

“Stationary beam therapy”

“Virtual source”

R12-1-904. Registration of Particle Accelerators Used in the Practice of Medicine

A. No change

No change
No change

No change

No change

No change

~ No change

No change

No change

No change

* No change

No change
No change
No change

No change



2601

2602

2603 .

2604
2605

2606

2607

2608

2609

2610
2611

2612

An applicant that is a “medical institution,” as defined in 12 A.A.C. 1, Article 7, and

performing human research shall appoint a radiation safety committee;-reeting-the-

requirements-in-R12-1-706- that meets the following requirements:

1. The committee membership shall consist of at least three indi}viduals and shall

include:

a.

"~ An authorized user of each type of use permitted by the license.

» The Radiation Safety Officer,

A representative of the nursing service. and-

A representative of managemerit who is neither an authorized user nor a

Radiation Safety Officer, and

Any other members the licensee selects:

The committee shall meet at least once in each 12-month period. unless otherwise

specified by license condition;

To establish a quorum and to conduct business. all members of the committee

shall be present; including the Radiation Safety Officer and the management

representative:

[
d.
e.

2.

3.

4,

The minutes of each radiation safety committee meeting shall include a reference

to the review required in R12-1-407(C):

o

Review the radiation safety program for all sources of radiation as required in

R12-1-407(C):




2621
2622
v2623
2624
2625
2626
2627
2628

2629

2640
2641

2642

[o

Establish a table that contains investigational levels for occupational and public

dose that, when exceeded. will initiate an investigation and consideration of
actions by the Radiation Safety Officer; and
7. . Establish the safety objectives of the quality management program required by

subsection (E).

The applicant shall ensure that an individual designated as an authorized user en-the-

applieatien is an Arizona licensed physician; approved By the radiation safety committee,

if applicable; and is:

1. No change

a. No change

b. No change

c. - Nochange

d. | No change

2. No change

a. - No <‘:hangbe
1. No change
11. No change
1il. No change
1v. No change

b.  No change
1. No change
ii. - No change



2643

2644

2645

2646

2647

2648

2649

2650

2651

2652

1il. No change

iv.  No change

V. No change
c. No change

1. No change

1.  Nochange

1ii. No change

iv. | No change

With the application the applicant shall provide the name of each authorized user to the

Agency so the names can be listed on the registration form, and so that the Agency can

determine whether the aufhorized user’s the training and experience—tha%vsatisﬁes the
requirements in subsection (C). |

Each registrant shall establish and maintaiﬁ a written quality managerﬁent program to
provide high confidence that the radiation produced by the particle accelerator will be

administered as directed by an authorized user. The quality management program shall

include, w

and checks listed in Appendix A.

Each registrant shall ensure that a particle accelerator shall-be is calibrated by a-qualified-

expert an authorized medical physicist meetinre who needs the training and experience

qualifications in RA2-+716¢6) R12-1-711.
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2665
2666
2667
2668

2669

2670

2671

2672

2673

2674
2675
2676
2677
2678

2679

G. At the time of application .for registration or when a the‘rap'y program is expanded to
multiple sites, each applicant or registrant shaH provide the Agency with a description rof
the quality management program, a listing of the profeSsional staff assigned to the

| facility, and the exi)ected ratio of patient workload to staff member for progréms

involving multiple therapy sites. If the staffing ratio exceeds the recommended levels in

Radiation Oncology in Integrated Cancer Management, Report of the Inter-Society

Council for Radiation Oncology,«l—Q%é—eé’yﬁeﬁ;—p&b}isheé—%ﬁ November1986December

w&mae&a&é—eﬂ—ﬁlew&h—theﬁ%geﬂe-}g the applicant shall provide to the Agency for

approval the justification for the larger ratio and the safety considerations that have been

addressed in establishing the program. This report is incorporated by reference and

available under R12-1-101(E). This ineerporation incorporated material contains no

future aéd&&eﬂs editions or amendments. The'report is available from the American

" Association of Physicists in Medicine: online at http://www:aapm.org/pubs/reports; print

copies may be purchased from medical Physics Publishing, 4573 Vernon Blvd../Madison. .

" WI 53705: toll free at (800) 442-5778.

R12-i-905. Medical Particle Accelerator Equipment, Facility énd Shielding, and Spot
Checks | -
A. | No change
1. No change

a. No change



2687

2688

2689

2690
2691
2692
2693

2694

2695

2696
2697
2698
2699
2700

2701

[UN)

b. No change
C. No chang¢
d. No change
No change
No change
a. No ;hange
b. No change |
c. No change
d.  Nochange
e. No change
f No change
No change
a. No change
b. No change
S C No change
d. ‘No' change
€. No change
1. Maintains a reading until intentionally reset to 9 zero;
ii. No change
L No change
f. No change
g. No change
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2709
2710
2711
2712
2713

2714

2715

2716

2717
2718

2719

2720

2721
2722
2723
2724

2725

2726

2727

2728

2729

2730

No change

ii. No change
1il. No change
v. No change
v. No chang'e

No change

a. ~ No change

b: No change

c. No change

d. No chgnge

e. No change
Né change
i,  No change
il. No change

No change

a. No change

b. No change

C. No change.

d. No change

No change

a. No change

b. No change



2740

2741
2742
27.43
2744
2745
2746
2747

2748

2749

2750

10.

C. No change

d  No change
No change

a.. ‘No change
b. | No change
c. No change
d. No change
e. No change -

f.  No change

No change
a. No change
b. No change

C. No change

No change

B. ' Nochange

1.

No charige'

a. No change
b. No change
c. No change

d. No change
e. No change

f. No change



2753
2754
2755
2756
2757
2758

2759

2760

2761

2762

2763

2764
2765
2766
2767
2768

2769

2770

2771

2772

2775 .

2774

w2

A-qualified-expert An authorized medical physicist. trained and experienced in
the principles of radiation proteétionl shall perform a radiation protection survey
on all installations before human use and after any change in an installation that

might produce a radiation hazard. The persen authorized medical physicist shall |

~ provide the survey results in writing to the individual in charge of the installation

~ and transmit a copy of the survey results to the Agency..

No change
a. No change
b. No change : o (

c. -~ Calibration of a particlé accelerator shall be performed by, or under the

‘supervision of a persen authorized medical phyéicist who meets the
Qualiﬁcation requirements specified inRI2-+-76(G) R12-1-711,anda
copy of the calibration report shall be maintained by the registrant for

inspection by the Agency

d. No change
1. No change .
1. NQ changé
111 No éhange
iv. No change
\2 No chahge
e. Records of calibrations shall be- maintained for twe three years followi‘ng

the date the calibration was performed.



2775 f  No change

2776 1. Nochange
2777 : 11. No change
2778 . , iil. No change

2779  C. No change

2780 1. The spot check procedures shall be in writing and shall have been developed by &
2781 pefseﬁ—an authorized medical physicist trained and experienced in performing
2782 : calibrations.

2783 2. No change

2784 3. No change

2785 4. No change

2786 5. Records of spot checks shall be maintained and available for inspection by the
2787 Agvenc'y for three years following th¢ spot check measurements. Records of spot
2788 checks not performed by a-qualified-expert an authofized medicél physicist shall
2789 be signed by a gualified-expert an authorized medical physicist within 15 days of
2790 | the spot check. - |

2791 D. No change

2792 1. No change
2793 2. No change
- 2794

2795  R12-1-907. Shielding andFSafety Design
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2796

2797

12798
2799
2800
2801
2802
2803
2804
2805
2806

12807
2808
2809
2810

2811

2812

2813

2814

2815

A.

B.

C.

D.

A-person-An authorized medical physicist experienced in the principles of radiation

protection and installation design shall be consulted in the design of a particle accelerator
installation and called upon to perform a radiation survey when the accelerator is first |
capable of producing radiation. The registrant shall provide a copy of the installation
radiation survey to the Agency before an Agency ilnspect(ion"conductéd according to R+2-
+904(y R12-1-914.

No change

At the time of application and before treatment of the first patient. the applicant shall

‘provide to the Agency a copy of an installation report, signed by the contractor who

installed required shielding material recommended by the authorized medical physicist

who performed the shielding calculations for the particle accelerator facility.

As part of the annual ALARA review required in (R12—1-407( Q). the registrant shall

document installed facility shielding and other radiation exposure controls. review patient

workload. and note associated changes. if anv, in public exposure that is the result of

installed facility shielding and other radiation exposure controls in use at the time of the

review.

R12-1-910.  Operating Procedures

A.

B.

No change

No change



2816

2817

2818

2819

2820

2821

2822
2823
2824
2825
2826
2827
2828

2829

2830

C.

D.-

A registrant shall ensure that all safety and warning systems, including interlocks, are
tested for proper operation at intervals not to exceed three months, and maintain results a_
record of each test for Agency inspection for at least three years from the date of the test.

No change

By—pass-of A registrant shall not by-pass an interlock is-prehibited unless the by-pass is:
1. No change
2. No change

3. No change

~ No change

R12-1-911.  Radiation Surveys

A.

C.

No change

authorized medical physicist shall:

1. No change

2. No change

3. No change

4. No change-

No chaﬁge

1. Radiation protection surveys required in subsection (B)(2), a;ld the associatéd
facility description, reqﬁired in Ri—”_—l—%@%@éa R12-1-202(D), until the registration

1s terminated; and



2.

No change

_ R12-1-913. Misadministration

A. No-change

1. No change
a. No change
b. - Nochange
c. No change
d. No change
2. No change
B. No change |
1. No change
2. No change

(U8 ]

Each registrant shall maintain records of all misadministrations for Agency

inspection. The records shall:

a. Contain the names of all individuals involved in the event, including the

physician, allied health personnel, the patient. and the patient’s referring

physician; the patient’s identification number if one has been assigned: a

brief description of the event: the effect on the patient: and the action

taken to prevent recurrence.




2859 b. Be maintained for three vears bevond the termination date of the affectedl
2860 ’ registration.
2861 -

2862  Appendix A. Quality Control Program

2863 A, No change

2864 1. No change

2865 2. No change

2866 3. NQ change

2867 ‘ 4. No change

2868 5. No chang¢

2869 6. No change
| 2870 7. No change R
2871 8. No change

2872 B. No change

2873 | 1. No change

2874 2. No change
2875 3. ‘No change
2876 4. No change

| 3. No change

2877

2878 6. No change



2879
2880
2881
2882
2883
2884
2885
2886
2887
2888
2889
2890
2891
2892
2893

2894

7. No change

- 8. No change

9. No change
No change

1. No change
2. No change

No change

W

4. No change

W

No change
6. No change
7. No change

8. No change

No change
1. No change
2. No change
3. No change
4. No change
No change



2897
2898

2899
2900
2901
'_2902
2903

2904

2905

2906

2907

2908

2909

2910

2911

2912

2913

2914

2915

2916

2917

F.

1. Each registrant shall use the services of a third party gualified-expert authorized

medical physicist or third party TLD system to verify the accelerator's radiation -

output every two years.

2. No éhange '
3. No change
No changé

1. No change -

2. No change

ARTICLE 11. INDUSTRIAL USES OF X-RAYS,

NOT INCLUDING ANALYTICAL X-RAY SYSTEMS

.R12-1-1142. Baggage and Package Inspection Systems

A.

B.

. C.

For x-ray systems designed to screen carry-on baggage or packages at airlines, railroads,

bus terminals, package inspection systems or similar facilities, a registrant shall statten-

deoors-during-generation-of x-radiation ensure the x-ray system has a means to insure

operator presence at the control area in a position that permits surveillance of the ports

and doors during generation of x-radiation to prevent exposure to passengers and other

members of the public.
No change

No change



2918 D. A registrant shall operate a baggage or package inspection system according to the

2919 rﬁanufécturer’ s instructions.

2920 E. A re.gistrant shall not disconnect or otherwise tamper with the safety systems of a
2921 ' baggag'e or packaée inspection system, ¢xcept for maintenance purposes.

2922 _F. In addition to the requirements in tﬁis Sgction, a registrant using a baggage or pagkage
2923 inspection system shall meet the requirements in R12-1-1 140(A), tB), and (D).

2924 o |

2925 ARTICLE 12. ADMINISTRATIVE PROVISIONS

2926  RI12-1-1215. License and Registration Divisions

2927 A.  Nochange

2928 1. No change
2929 2. No change
2930 3 DiVisioh III licenses and registrations:
2931 Class A Laser Facility
2932 ’ Class A Indusfrial Radiofrequenéy Facility
2933 Dep}eted—l}ramum
2934 Gas Chromatogréph
2935 , | General Depieted_ Uranium
2936 ' General Industrial
2937 | General Medical
2938 General Veterinary Medicine
2939 Health Physics Class B



2940
2941
2942
2943

2944

. 2945

2946
2947
2948
2949
2950
2951
2952
2953
2954
2955
2956

2957

| Laboratory"
Leak Detector
Limited Industrial
Medical Materials Class C
Other Ionizing Radiation Machiné:
Other Nonionizing Radiation Machine
Portable Gauge
Possession Only
Radioactive waste transfer-for-disposal
Unclassified
Veterinéry Medicine

X-ray Machine Class C

No change
No change
No change
1. No change
2. No change
3. No change
4, No change

ARTICLE 14. REGISTRATION OF NONIONIZING RADIATION

SOURCES AND STANDARDS FOR PROTECTION
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1962
963
2964
2965
2966
2967
2968
2969
2970
2971
2972
2973

2974

2975 -

2976
2977
2978
2979
2980

2981

AGAINST NONIONIZING RADIATION

R12-1-1401. Registration of Nonionizing Radiation Sources and Service Providers

A. No change

"B. A person who possesses a nonexempt nonionizing source shall submit to the Agency an

application for registration atleast 30-days-before within 30 days of its first use.
1. No change |

2. No change

‘3. No change -
C. No change
D. ‘No change
E. No change ‘

No change

ARTICLE 15. TRANSPORTATION
R12-1-1502. Definitions

Terms defined in Article 1 have the same meaning when used in this Article. Eederal-regulations-

R12-1-1503. Repealed— Transportation of Licens‘_éd Material
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2983
2984

2985
| 2986
.2987

2988

2989.

2996

2997

2998

2999

3000 -

3001

Each licensee that transports licensed material outside the site of usage. as specified in an

Agency license. or where transport is on public hichways, or that delivers licensed material to a

carrier for transport. shall comply with the applicable requirements of the U.S. Department of

" Transportation regulations listed in 10 CFR 71.5. revised J anuary 1. 2008. incorporated by

reference available under R12-1-101. This ihcorporated material contains no future editions or

amendments.

R12-1-1504. Intrastate Transportation and Storage of Radioactive Materials
A. No change |
1. Any common or contract carrier not exempt under R\12-1-103 to receive, possess,
trénspoi't, and store radioactive materiél in the regular coufse of carriage fdr
others or to store radioactive material incident to the transport activities, provided
the transportation or storage is in accordance with applicable requirements for the
mode of transport of the U.S. Department of Transportation, 49 CFR 171 throﬁgh

180, revised October 1, 2003-2007, whieh-are-incorporated by reference and ‘

available under R12-1-101 en-flewith-the-Ageney. Tl'ﬁs fReorporation

incorporated material by-referenee contains no future editions or amendments.

~ Any private carrier or licensee who transports and stores radioactive material,

o

provided the transportation and storage are in accordance with the requirements
applicable to the mode of transport, of the U.S. Department of Transportation, 49 -

CFR 171 through 180, revised October 1, 2683 2007, which-are incorporated by

reference and-on-file-with-the Ageney and available under R12-1-1 01. This
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3005 | . incorporationby-reference incorporated material contains no future editions or

3006 | : amendments.

3007 B. No change

3008 - C. | No change

3009 |

3010 R12;1-1505. Storage ,Of Radioactive Material in Transpoft

3011 A. No change

3012 B. A carrier shall not store a paékage that contains radioactive. material with other hazardous
3013 “materials, except as authoriéed by U.S.. Department o.f Transportation regulations in 49
3014 CFR 177.848, Q-QQO—Ed—l%}eﬂ,—pﬂ-bhsheé revised October 1, 28082007, incorporated b;/
3015 reference, and available 'und_er>R'12-1-1 01. onfile with-the Agenev andihe Office-of the-
3016 Seefetaf—y—ef—S%a{e; This inc.o_rporated material eentainine contains no future editions or
3017 . amendfnénts. :

3018 C. - Nochange

3019 D No change

3020 1. No change

3021 ' a. No change
3022 b. No change |
3023 - c | No change
3024 d. No change
3025 | _ e. No change
3026 f. No change
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@

No changel
h. No change
2. No change

3. No change

R12-1-1506. Preparation of Radioactive Material for Transport
A licensee shall not deliver any package that contains radioactive material to a carrier for
transport or transport radioactive material, unless the licensee:

1. Complies with the U.S. Department of Transportation packaging, monitoring,

manifesting, marking, and labeling requirements regulations applicable to the
mode of transport, efthe-U-S-Department-of Transpertation, (Contained in 49
CFR 171 through 180, revised October 1, 20032007, or 39 CFR 111.1, revised

July 1, 29932007, beth-ofwhichare incorporated by reference, and en-fle-with-

the-Ageney available under R12-1-101. This ineerporation Incorporated material
contains no future editions or amendments.); and

2. No change

3. No change
a. No change
b. No change

R12-1-1507. Packaging Quality Assurance



3048
3049

3050

3065
3066
3067

13068

A.

D.

A licensee that transports radioactive material in the course of business or delivers

radioactive material to a carrier for transport in a package for which a license, certificate

of compliance, or other approval has been issued by the Nuclear Regulatory.Commissioln, :

or meets the applicable criteria speeified in 10 CFR 71, 2001 Edition,published-January-

Seere%ar—y—eflS%&t%—sh&H—ha-ve,—m&m%&m; Subpart H. revised January 1, 2008,

incorporated by referericeL and available under R12-1-101. This incorporated material

contains no future editions or amendments. A licensee shall establish. maintain, and

execute the quality assurance program specified in 10 CFR 71, Subpart H. Fhis-

No change

R12-1-1508. Advance Notification of Nuclear Waste Transportation

A.

B.

No change

No change

1. No change

2. A description of the nuclear waste contained in the shipment as required by 49

CFR 172.202 and 172.203(d), 2001 Edition-published revised October 1,

266+2007, incorporated by reference, and eﬁ—ﬁ-}e—w{h—%he—ﬁrgeﬂey available under
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3069 R12-1-101 and-the Officeof the Seeretary-of State. This incorperationby-

| 3070 referenee incorporated material contains no future editions or amendments.
3071 3 No change
.3072 ' 4. No change
3073 | 5. No change
3074 | 6. No change

3075 C. No change

3076 D.  Nochange
3077

3078  RI12-1-1509. Reserved

3079

3080 'R12-1-1510. Packaging

3081 A. A general license is'issued to any licensee to-trevm'spdrt,. or to deliver to a carrier for

3082 transport, licensed material in a package for which a license, certificate of compliance, or
- 3083 | other ‘appro'val has been issued by the NRC. |

3084 | L This general license applies only to a licensee that has a quality assurance

3085 : program approved by fhe Agency as satisfying R12-1-1507;

3086 2. This general license apﬁlies-onlv té a licensee that:

5087 a. Has a copy of the license, certificate of compliance. or other approval of

3088 the package. and has the drawings and other documents referenced in the
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3089

3090

3091

3092

3094
3095
3096
13097
13098

3099

13100

3101

3102

3104
3105
3106

3107

3108

3109 .

3110

[+

[+

approval relating to the use and maintenance of the packaging and to the

actions to be taken before shipment:

b. Complies with the terms and conditions of the license, certificate. or other
approval, as applicable. and the applicable reqﬁiremeﬁts of this Artiéle:
and

c. Before the licensee's first use of the package, submits in writing to the

Agency the licensee's name, license number. and the package

identification number specified in the package approval.

This general license applies only when the package approval authorizes use of the

package under this general license.

For a Type B or fissile material package, the design of which was approved by

NRC before April 1. 1996. the general license 1s subject to the additional

restrictions of subsection (B).

"~ Type B packages.

1.

A Type B backage previously approved by NRC but. not designated as B(U) or

B(M) in the identification number of the NRC Certificate of Compliance. may be

used under the general Ii‘cense of subsection (AY with the following additional

conditions:

a. Fabrication of the packéging 1s satisfactorily completed by August 31.

1986. as demonstrated by applicatibn of its model number in accordance

with 10 CFR 71.85(c), (Revised January 1. 2008, incbrporated by

reference, and enfe-with-the-Asgeney available under R12-1-101. This
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A3115
3116
3117
3118

3119

3120

3121

3122

o

|

|©

ineorperationbyreference Incorporated material contains no future

editions or amendments.):

A pa_cka,qe that is used for a shipment to a location outside the United

States is subject to multilateral approval, as deﬁhed in 49 CFR 173.403.‘

(Revised October 1. 2007, incorporated by reference. and available under

R12-1-101. This incorporated material contains no future editions or

amendments.); and

A serial number that uniquely identifies each package which conforms to

the approved design is assigned to. and legibly and durably marked on. the

outside of each packaging.

A Type B(U) package. a Type B(M) package. a low specific activity (LSA)

material package or a fissile material package, previously approved by the NRC

but without the “-85” designation in the identification number of the NRC

certificate of corn_pliance may be used under the general license of subsection (A)

with the following additional conditions:

a.

|

Fabrication of the package is satisfactdriiy completed by April 1. 1999 as

demonstrated by application of its model number in accordance with 10

CFR 71.85(c): (Revised Januarv 1. 2008. incorporated by reference. and _

available under R12-1-101. This incorporated material contains no future

editions or amendments.):.

A package that is used for a shipment to a location outside the United

States is subject to multilateral approval as defined 1n 49 CFR 173.403
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(Revised October 1. 2007, incorporated by reference. and available under -

R12-1-101. This incorporated material contains no future editions or

amendments.); and

o

A serial number which uniquely identifies each package which conforms

to _the approved design is assigned to and legibly and durably marked on

- the outside of each packagé.

A licensee may modify the design and authorized contents of a Type B package,

or a fissile material package. previously approved by NRC. provided:

a. The modifications of a Type B package are not significant with respect to

the design. operating characteristics, or safe performance of the

"containment system. when the packagve is subjected to the tests specified in

10 CFR 71.71 and 71.73 (Revised January 1. 2008, incorporated by

reference, and available linder R12-1-101. This incorporated material:

contains no future editions or amendments.):

The modifications of a fissile material package are not significant, with

|

respect to the prevention of criticality. when the package is subjected to

the tests specified in 10.CFR 71.71 and 71.73 (Revised January 1. 2008.

incorporated by reference. and available under R12-1-101. This

incorporated material contains no future editions or amendments.); and

. C The modifications to the package satisfy the requiréments of this Section.

The NRC will revise the package identification number to designate previously

approved package designs as B(UJ). BIM). AF. BF. or A as épplicable. and with
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3155 the identification number suffix “-85” after receipt of an application

3156 ' demonstrating that the design meets the requirements of this Section.

3157 S. For purposes of this Section packa;,ze types are defined in 10 CFR 71. revised
3158 ‘ - January 1. 2008, incorporated by reference. and ‘available under R12-1-101." This
3159 ~ incorporated material contains no fgtufe editions or amendments. |
3160 C. A general license is issued to any licensee of the Agency to tranéport. or to deliver to a
3161 ;:arrier for transport, licensed material in a specification container for fissile material or
3162 - for a Type B quantity of radioactive material as specified in 49 CFR 173 and 178, revisied
3163 October 1, 2007, incorporated by reference. and available under R12-1 ;101. This
3164 incorporated material contains no future editions or amendments. The following
3165 requirements apply to a licensee operating under this general license:
3 1'66 L The licensee shall maintain a quality assurance program approved by the Agency
3167 as satisfying R12-1-1507. | |
3168 2. ‘The licensée shall: -
3169 a. Maintain a copy of the specification: and -
3170 b. Comply with the terms and condiﬁons of the spéciﬁcation and the
3171 | applicable _requirements in 10 CFR 71. Subparts A. G. and H. revised
3172 | January 1. 2008. incorpqrated by reference. and a:\/ailable under Rl?_-l-
3173 , : | 101. This incqrporated material contains no future editions or |

- 3174 ' amendments.
3175 3 The licensee may not use the specification container for a shipinent toa location

3176 outside the United States. except by multilateral approval. as defined in 49 CFR

149



- 3177

3178

3179

3180

3181

3182

3183

3184

3185

3186

3187 |

3188
3189
3190

3191

3194

3195

3196

3197

173.403; .revised October 1.2007. incorporated by reference. and available under

R12-1-101. This incorporated material coritains no future editions or

amendments.

L

g

o

D.  Foreign packaging.

.A general license is issued to any licensee of the Agency to transport. or to deliver

to a carrier for transport, licensed material in a package the design of which has

been approved in a foréign nat@onal competent authority certificate that has been

revalidated by Federal Department of Transportation as meeting the applicable

requireménts of 49 CFR 171.12. revised October 1, 2007, incorporated by

reference, and available under R12-1-101. This incorporated material contains no

future editions or amendments.

Except as otherwise provided in this Section. the general license applies only to a.

- licensee who has a guality assurance program approved by the Agency as

satisfving the appli_cable proyisions of R12-1-1507.

This general license applies only to

a. Shipments made to or from locations outside the United States.
b. A licensee that:
i. ~ Hasacopy of the applicabie certificate. the revalidation. and the

drawings and other documents referenced in the certificate,

relating to the use and maintenance of the packaging and to the

actions to be taken before shipment: and




3198

3199

3200

3201

3202

3204

3205
3206
3207

3208

3209

3210
3211

3212

ii. Complies with the terms and conditions of the certificate and

revalidation. and with the applicable requirements in 10 CFR 71,

Subparts A, G. and H. revised January 1, 2008. incorporated by

reference. and available under R12-1-101. This incorporated

material contains no future editions or amendments. With respect _

" to the quality assurance provisions of Subpart H of the regulations.

the licensee is exempt from design. construction. and fabrication

* requirements.

R12-1-1511. Air Transport of Plutonium

Notwithstanding the provisions of anv general licenses and notwithstanding any

exemptions stated directly in this Section or included indirectly by citation of 49 CFR,

Chapter 1, previously incorporated in this Article. as may be applicable, the licensee shall

ensure that plutonium in any form, whether for import. export, or domestic shipment, is

not transported by air or delivered to a carrier for air transport unless:

1. The plutonium is contained in a medical device designed for individual human

application: or

b

The plutonium is contained in a material in which the specific activity is less than

or equal to the activity concentration values for Plutonium specified in Appendix

A. Table A-2 of 10 CFR 71. (Revised January 1. 2008. incorporated by reference..

and available under R12-1-101. This incorporated material contains no future




3219 ‘ editions or amendments.) and in which the radioactivity is eslsentiallvv uniformly

3220 distributed: or
3221 ; The plutonium is shipped in a single package containin@d more than an A2
3222 o quanﬁtv of p}ufdniurn in any isoto_be or form, and is shipbed in accordance with
3223 R12-1-1504(A)(2) and 10 CFR 71.5, (Revised January 1, 2008. incorporated by
3224 | reference, aﬁd available under R12-1-101. Thié inqorporated material contains no
3225  future editions or amendments.) or
13226 | 4. The nlufonium is shipped in a package specifically éuthorized for the shipment of
3227 plutonium by air in the Certiﬁéate of Comﬁliance for that paékage issued by the
3228 NRC. | |
3229 B. Nothing in subsection (A) is to be interpreted as removing or difninishing, the
3230 requirements of 10 CFR 73.24; January 1...2008.. incorporated By refereﬁce. and available
3231 under R12-1-101. This incorporated material contains no future editions or amendments.
3232 C. For a shipment of plutoﬁium by air that is subject to sub;ection (AX( 4). the licéhsee’ shall.
3233 through spécial arrangement with the carrier, require compliance with 49 CFR 175.704,
3234  revised October 1 2007. incorporated by referenée, and available ﬁndér R12-1-101. This
3235 - U.S. Department of Transportation reguiation 1s "cmplicable to the air transport of
3236 plutonium. This incorp_orated material contains no future editions or amendments.
3237

3238 RI12-1-1512. Advance Notification of Shipment of Irradiated Reactor Fuel and Nuclear

3239 _ Waste



3244

3245

3246

3247
3248
3249
3250
3251

3252

3255

13256

3257

A licensee shall provide'advance notification to the Governor, or the Director of the Agency, of

the shipment of licensed material as specified in 10 CFR 71.97. revised January 1. 2008.

incorporated by reference, and available under R12-1-101. This incorporated material contains

no future editions or amendments.

R12-1-1513. Reserved .

. RI2-1-1514. Reserved:

R12-1-1515.' Exemption for Low-level Radioactive Materials

A licensee is exempt from all the requirements of 1Q CFR 71 with respect to shipment or

carriage of the low-level materials listed in 10 CFR 71.14. revised January 1, 2008LinC0rporafed

by reference. and available under R12-1-101. This incorporated material contains no future

editions or amendments.

ARTICLE 17. WIRELINE}YSERVICE OPERATIONS
AND SUBSURFACE TRACER STUDIES . |

R12-1-1713. Transportation preeautions Precautions

Each licensee shall ensure that Transpost transp' ort containers shat-be are physically secured te -
in the transporting vehicle to prevent accidental movement, loss, tampering, or unauthiorized

removal.



