Arizona Administrative Register
Notices of Final Rulemaking

NOTICES OF FINAL RULEMAKING

The Administrative Procedure Act requires the publication of the final rules of the state’'s agencies. Final rules are
those which have appeared in Regjister 1st as proposed rules and have been through the formal rulemaking process
including approval by the Governor’'s Regulatory Review Council. The Secretary of State shall publish the notice
along with the Preamble and the full text in the next available issue Afitoma Administrative Register after the
final rules have been submitted for filing and publication.

NOTICE OF FINAL RULEMAKING
TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 10. BOARD OF COSMETOLOGY

PREAMBLE
1. Sections Affected Rulemaking Action

R4-10-101 Amend
R4-10-104 Renumber
R4-10-104 New Section
R4-10-105 Renumber
R4-10-105 New Section
R4-10-106 Repeal
R4-10-106 New Section
Table 1 New Table
R4-10-107 Renumber
R4-10-107 New Section
R4-10-108 Renumber
R4-10-109 Renumber
R4-10-110 Renumber
R4-10-111 Renumber
R4-10-112 Renumber
R4-10-113 Renumber
R4-10-114 Renumber
R4-10-115 Renumber
R4-10-201 Repeal
R4-10-201 New Section
R4-10-401 Repeal
R4-10-401 New Section
R4-10-402 Renumber
R4-10-402 New Section
R4-10-403 Renumber
R4-10-404 Renumber
R4-10-405 Renumber

2. The gpecific authority for the rulemaking, including both the authorizing statute (general) and the statutes the

rules areimplementing (specific):
Authorizing statute: A.R.S. § 32-504(A)(1)

Implementing statutes: A.R.S. 88 32-504(A)(5), 32-510, 32-511, 32-512, 32-517, 32-513, 32-531, 32-532, 32-535,
32-541, 32-544, 32-551, 32-564, 41-1072 through 41-1078

3. Theeffective date of therules:
May 18, 1999

4. Alist of all previousnotices appearing in the Register addressing the proposed rules:
Notice of Rulemaking Docket Opening: 4 A.A.R. 3046, October 16, 1998.
Notice of Proposed Rulemaking: 4 A.A.R. 2996, October 16, 1998.
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5. Thename and address of agency personnel with whom per sons may communicate regar ding the rulemaking:

Name: Sue Sansom, Executive Director
Address: State Board of Cosmetology
1721 East Broadway
Tempe, Arizona 85282
Telephone: (602) 784-4539
Fax: (602) 255-3680

6. An explanation of therule including the agency’sreasonsfor initiating the rule:
A.R.S. 88 41-1072 through 41-1078 require all state agencies, boards, and commissions that are subject to the

Administrative Procedure Act to establish by rule, time-frames for granting or denying licenses issued by the Board.
The proposed rules establish time-frames for granting or denying an aesthetician, a cosmetologist, a nail technician,
an instructor, a school, or a salon license or renél.Board has added or amended definitions to clarify terms
used within the proposed rulehe proposed rules have been reorganized in a logical famdatlarify the time

periods for providing the Board with written notification of changes in a salon's location, ownership, name, or corpo-
rate officer or statutory agent.he Board did not rely on any study to evaluate or justify the proposed rule.

7. A reference to any study the agency proposesto rely on in its evaluation of or justification for the proposed rule
and where the public may obtain or review the study, all data underlying each study. any analysis of the study, and

other supporting material.
None.

8. A showing of good cause why the rules are necessary to promote a statewide interest if the rule will diminish a

previous grant of a palitical subdivision of the state:
Not applicable.

9. Thesummary of the economic, small business, and consumer impact:

The principal economic impact of the proposed rules will be borne by the Board. The costs are moderate and include
costs for drafting the rules, distributing and providing education on the revised rules, mailing notices of incomplete-
ness, and implementing a system to track applications for administrative and substantive time-frames. Because the
Board already notifies an applicant by examination of the date of an examination, the Board should not incur addi-
tional costs for notification of completeness of an application. Applicants and the Board should benefit because of the
increased consistency and efficiency in the application process. There are no other expected costs on other govern-
ment entities, cosmetologists, aestheticians, nail technologists, instructors, salons, schools, consumers, or small busi-

nesses.
10. A description of the changes between the proposed rules, including supplemental notices, and final rules (if
applicable):

R4-10-104(E)(3)

The Board changed the introductory sentence from: "...signed by an owner or manager of a licensed salon, an individ-
ual with personal knowledge of the applicant's practice for at least 1 of the 5 years immediately preceding the date of
the application, or a supplier of cosmetology products that includes the:" to: "...that is completed and signed by an

owner or manager of a licensed salon or an individual or supplier of cosmetology products with personal knowledge

of the applicant's practice for 1 year that includes the:"

R4-10-104(E)(1)(d)

The Board deleted "or a bachelor's degree".
R4-10-106(B)(1)(a)

The Board changed:

a. For approval to take an examination or approval or denial of a school or salon license, when the Board receives
an application packet; or

to:

a. For approval to take an examination, approval or denial of school or salon license, or approval or denial of a
license by reciprocity, when the Board receives an application packet; or

R4-10-106(B)(1)(b)

The Board deleted "or reciprocity"”.
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R4-10-106(C)(2)
The Board inserted R4-10-106(C)(2) as follows and renumbered subsequent subsections:

2. During the substantive review time-frame, the Board may make 1 comprehensive written request for additional
information or documentation. The time-frame for the Board to complete the substantive review is suspended from
the postmark date of the comprehensive written request for additional information or documentation until the Board
receives the additional information or documentation.

R4-10-106(D)
The Board inserted R4-10-106(D) as follows:

D. The Board shall consider an application withdrawn if within 180 days from the application submission date the
applicant failsto:

1. Supply the missing information under subsection (B)(2) or (C)(2); or
2. Takean examination.
R4-10-106(E)
The Board inserted R4-10-106(E) as follows and renumbered subsequent subsections:

E. An applicant who does not wish an application withdrawn may request a denial in writing within 180 days from
the application submission date.

Tablel

The Board added citations to statutory authority.

The Board added time-frames for license reactivation.

R4-10-401(3)

The Board added the following and conformed subsequent numbering:
3. If apartnership, acopy of the partnership agreement;

11. Thesummary of the principal comments and the agency response to them:
The Board did not receive any comments.

12. Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or _class of
rules:
None.

13. Incorporations by reference and their location in therules:
None.

14. Wasthisrule previously adopted as an emergency rule?
No.

15. Thefull text of therulesfollows:

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 10. STATE BOARD OF COSMETOLOGY
ARTICLE 1. GENERAL PROVISIONS

Section

R4-10-101. Definitions

R4-10-104-R4-10-108. Licensing Examinations
R4-10-104. Application for License by Examination
R4-10-105:R4-10-109. Instructor Examinations

R4-10-105. Application for License by Reciprocity
R4-10-106. License-Apphication-and-Renewal Repealed
R4-10-106. Licensing Time-frames

Table 1 Time-frames (in days)
R4-10-107. License Renewal
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R4-10-167#R4-10-110. Reactivating an Inactive License
R4-10-108:.R4-10-111. Display of Licenses and Signs
R4-10-109.R4-10-112. Infection Control and Safety Standards
R4-10-110-R4-10-113. Establishment Management
R4-10-111.R4-10-114. Disciplinary Action
R4-10-112.R4-10-115. Rehearing or Review of Decision

ARTICLE 2. SCHOOLS

Section
R4-10-201. SeheeH-icenseProecedure Repealed
R4-10-201. Application for a School License; Renewal

ARTICLE 4. SALONS

Section

R4-10-401. Salenticense-ApplicationModifications—Fransfers Repeal
R4-10-401. Application for a Salon License

R4-10-402.R4-10-403. Salon Requirements and Minimum Equipment
R4-10-402. Changes Affecting a Salon License
R4-10-403:R4-10-404. Mobile Services

R4-10-404.R4-10-405. Shampoo Assistants
ARTICLE 1. GENERAL PROVISIONS

R4-10-101. Definitions
In this Chapter unless otherwise specified:
1. "Accredited" means approved by the:

a  New England Association of Schools and Colleges,
b. Middle states Association of colleges and Secondary Schooals,
c. North Central Association of Colleges and Schools,
d. Northwest Association of Schools and Colleges,
e. Southern Association of Colleges and Schools, or
f. Western Association of Schools and Colleges.
2. "Administrative completeness review" means the Board's process for determining that an individual has:
a Provided all of the information and documents required by Board statute or rule for an application; and
b. If applicable, taken an examination given by the Board.
3. "Applicant" means an individual or any of the following seeking licensure by the Board:
a If acorporation, any 2 officers of the corporation;
b. If apartnership, any 2 of the partners; or
c. If alimited liability company, the designated manager, or if no manager is designated, any 2 members of the lim-
ited liability company.
4. "Application packet" means the forms and documents the Board requires an applicant to submit or have submitted on

the applicant’s behalf.

5. "Certification of hours® means a document that states the total number of hours completed at a school, including:
+a. No Change.
2b. No Change.

B6. No Change.

€7. "Course" means the-w e

an organized subject matter in which instruction is offered within a given period of time and for which credit toward grad-

uation or certification is given.

8. "Credit" means 1 earned academic unit of study based on completing a high school’s required number of class ses-
sions per calendar week in a course or an earned academic unit of study based on attending a 1-hour class session per
calendar week at a community college, an accredited college or university, or a school.

9. "Days' means calendar days.

P10."Delinquent" regarding-aticenserenewal-application means 1 a license renewal that is not completed and filed with
the Board or postmarked on or before the license renewal date required by A.R.S. § 32-501 through 32-564 or this
Chapter.
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E11."Double bracing" means using a stable base of support and 2 points of contact for the hand while performing the a
procedure.

F12."Establishment” means a business whieh that operates as a school or salon in a structure that has a physical street
address and functions as a salon or school at least an average of 20 hours aweek for the majority of the year.

13. "Family member" means:

a.  The applicant’s spouse;
b. The natural or adopted children, father, mother, grandparents, brothers, sisters, aunts, uncles, 1st cousins, and

2nd cousins of the applicant; or

The natural or adopted children, father, mother, grandparents, brothers, sisters, aunts, uncles, 1st cousins, and

2nd cousins of the applicant’s spouse.

G14."Graduation" or "graduated from a eesmeteloegy school” means the completion of the criteria established by the a
cosmetology, an aesthetics, or anail technology school for the course in which the applicant was enrolled, including
completion of the curriculum hours specified in R4-10-302, R4-10-303, R4-10-304, or R4-10-305.

H15.  No Change.

116. No Change.

17. "Instructor training" means the courses required by R4-10-302.

18. "Manager" means an individual licensed by the Board who is responsible for ensuring a salon’s compliance with
A.R.S. 88 32-501hrough 32-57%nd this Chapter.

J19. No Change.

20. "Owner" means an individual or entity that has controlling legal or equitable interest and authority in an establish-
ment.

21. "Personal knowledge" means actual observation of an individual, other than a family member, who is currently prac-
ticing aesthetics, cosmetology, or nail technology in any state or country.

22. "Practice" means engaging in the occupation of aesthetics, cosmetology, or nail technology.

23. No Change.
£24.  "Reciprocity" means the-m

|©

which d-may-granta ba pt's-lieense or quali-
ietigorocedure for granting an Arizona license to an applicant who is licensed in

25. "Substantive review" means the Board's process for determining that an applicant for licensure meets the require-
ments of A.R.S. 8§ 32-501 through 32-575 and this Chapter.
©26. No Change.

P27. No Change.

R4-16104-R4-10-108. Licensing Examinations
No Change.

R4-10-104. Application for License by Examination

A.

[

An applicant for an aesthetics, a cosmetology. a nail technician, or an instructor license by examination shall submit to the
Board the applicable fee required in R4-10-102 and an application provided by the Board, signed by the applicant, and
notarized that contains:

1. The applicant's name, address, telephone number, social security number, and birth date;

2. The name and address of each school attended by the applicant;

3. The name of each aesthetics, cosmetology, or nail technician course completed by the applicant, and school name and
address where completed;

4. |If applicable, the starting date and date of graduation from a school, type of degree received, and the name and
address of the school where received;

5. |If previously licensed by the Board, type of license, license number, license expiration date, and the name used on the
license;

6. If previously licensed in a state other than Arizona or a foreign country, the name of the state or foreign country and
type of license;

7. A statement of whether the applicant has ever had an aesthetician, a cosmetologist, a nail technician, or an instructor
license suspended or revoked in any state or foreign country; and

8. A sworn statement by the applicant verifying the truthfulness of the information provided by the applicant.

In addition to submitting the fee and documents in subsection (A), an applicant for an aesthetics license shall:

1. Comply with A.R.S. § 32-510(A)(2) by submitting a copy of 1 of the following:

a. Documentation of 23 years of age as demonstrated by a government-issued driver's license, identification card,
birth certificate, or passport;
b. A high school transcript demonstrating a 10th grade equivalency;
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A high school diploma;

A high school equivalency diploma;

Documentation of an associate degree or an official transcript from an accredited college that only offers courses
to be completed in 2 years that shows completion of 15 credits; or

A bachelor’s degree from an accredited college or university.

Comply with A.R.S. § 32-510(A)(3) by submitting a copy of 1 of the following:

a.

b.

1o

o

If the applicant graduated from an aesthetician course presented by a school licensed by the Board, a written
statement signed by the administrator of the school that documents proof of graduation and completion of 600
hours in the course;

If the applicant attended more than 1 school in Arizona, a copy of a transfer application or certification of hours
from each school attended, including the starting and ending dates, the total number of hours completed at the
school, and the signature of the administrator of the school; of

If the applicant graduated from or completed hours at a school licensed by a state other than Arizona or a foreign
country, a graduation certificate and documentation of:

i. Completing the theory of aesthetic as required in R4-10-303(A)(1), and

ii. Meeting the requirements in R4-10-303(A)(2) and R4-10-303(A)(3).

In addition to submitting the fee and documents in subsection (A), an applicant for a cosmetology license shall:

N =

Comply with A.R.S. § 32-511(A)(2) by submitting a copy of 1 of the documents in subsection (B)(1).
Comply with A.R.S. 8 32-511(A)(3) by submitting a copy of 1 of the following:

a.

b.

1o

If the applicant graduated from a cosmetology course presented by a school licensed by the Board, a written
statement signed by the administrator of the school that documents proof of graduation and completion of 1600
hours in the course;

If the applicant attended more than 1 school in Arizona, a copy of a transfer application or certification of hours
from each school attended, including the initial and ending dates, the total humber of hours completed at the
school, and the signature of the administrator of the school; or

If the applicant graduated from or completed hours at a school licensed by a state other than Arizona or a foreign
country, a graduation certificate and documentation of:

i. Completing the theory of cosmetology as required in R4-10-304(A)(1), and

ii. Meeting the requirements in R4-10-304(A)(2) and R4-10-304(A)(3).

D. In addition to submitting the fee and documents in subsection (A), an applicant for a nail technician license shall:

1. Comply with A.R.S. 8 32-512(A)(2) by submitting a copy of 1 of the documents in subsection (B)(1).

2. Comply with A.R.S. § 32-512(A)(3) by submitting a copy of 1 of the following:

a.

b.

If the applicant graduated from a nail technician's course presented by a school licensed by the Board, a written
statement signed by the administrator of the school who documents proof of graduation and completion of 300
hours in the course; or

For each school attended by the applicant, a copy of a transfer application or certification of hours from each
school attended, including the starting and ending dates, the total number of hours completed at the school, and
the signature of the administrator of the school;

E. In addition to submitting the fee and documents in subsection (A), an applicant for an instructor license by examination

1. Comply with A.R.S. § 32-531(A)(2) by submitting a written copy of 1 of the following:

A high school diploma;

A high school equivalency diploma;

Documentation of an associate degree or an official tran$@iptan accredited college that only offers courses
to be completed in 2 years that shows completion of 15 credits; or

Documentation of completion of 15 credits from an accredited college or university.

Submit a copy of 1 of the following:

shall:
B a.
b.
C.
d.
2.
a.
b.

If the applicant graduated fromschool licensed by the Board, documentation of graduation that includes in its
course of study:
i. If applying for a cosmetology instructor license, completion of a minimum of 650 hours of instructor train-
ing:
ii. If applying for a nail technician instructor license, completion of a minimum of 350 hours of instructor train-
ing; or
iii. If applying for an aesthetics instructor license, completion of a minimum of 500 hours of instructor training;
If the applicant graduated from or completed hours at a school licensed by a state other than Arizona or a foreign
country, a graduation certificate and documentation of meeting the requirements in R4-10-302, except for R4-10-

302(A)(6); or
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c. If the applicant attended more than 1 school in Arizona, a copy of atransfer application or certification of hours
from each school attended, including theinitial and ending dates, total number of hours completed, and signature
of the administrator of the school.
Comply with A.R.S. § 32-531(A)(3) by submitting documentation of practical experience in the profession applied
for on a notarized form, supplied by the Board, that is completed and signed by an owner or manager of a licensed
salon or an individual or supplier of cosmetology products with personal knowledge of the applicant's practice for 1
year that includes the:
Name of the applicant;
Occupation in which applicant gained the experience;
Initial and final dates of applicant's experience in the occupation;
Name and address where applicant gained the experience in the occupation;
If licensed by the Board, license number; and
Name, address, and telephone number of the individual completing the information.

R4-16-165:R4-10-109. Instructor examinations
No Change.

R4-10-105. Application for License by Reciprocity

An applicant for an aesthetics, cosmetology, nail technician, or instructor license by reciprocity shall submit the dpplicable
required in R4-10-102 and all of the following to the Board:

1. An application provided by the Board, signed by the applicant, and notarized that contains:

[

o0 o

a. The applicant's name, address, telephone number, social security number, and birth date;

b. If previously licensed by the Board, the type of license, license number, license expiration date, and the name
used on the license;

c. A statement of whether the applicant has ever had an aesthetics, a cosmetology, a nail technician, or an instructor

license suspended or revoked in any state or foreign country; and

A statement under oath by the applicant verifying the truthfulness of the information provided by the applicant;
A certification of licensure that shows the initial and final dates of licensure; and
To demonstrate compliance with the practice requirements in A.R.S. § 32-513 (A)(2) or A.R.S. § 32-532(3), a nota-
rized form, supplied by the Board, that is completed by an owner or manager of a licensed salon, a licensee with per-
sonal knowledge of the applicant's practice for at least 1 of the 5 years immediately preceding the date of the
application, or a supplier of aesthetics, cosmetology, or nail technology products to the applicant that contains:

oo

a. The name of the applicant;

b. The type of practice engaged in by the applicant;

c. The initial and final dates of applicant's practice;

d. The name, address, and telephone number of the salon where the applicant is or was practicing;

e. If completed by a licensee with personal knowledge, the initial and final dates of the practice;

f. If completed by an individual who is a supplier, the initial and final dates the aesthetics, cosmetology, or nail
technology products were provided;

g. If completed by an owner or manager of a salon, the name, current address, and current telephone number of the
owner and license humber of the salon where the applicant is or was practicing or the name, current address, and
current telephone number of the manager of the salon where the applicant is or was practicing and the manager's
license number; and

h. A statement under oath, signed by the owner or manager, licensed individual, or supplier, verifying the truthful-

ness of the information.

R4-10- 106 l:reense—A—ppJ%-en—and—R—eFmeJ _R_gpealed_

o whom it
ieense until after

ified by R4-
that date
siness day.
endar days

e-pursuant to

he Board or
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R4-10-106. Licensing Time-frames

A.

B.

(@

[©

[m

()

The overall time-frame described in A.R.S. 8§ 41-1072 for each type of approval granted by the Board is set forth in Table
1. The applicant and the Executive Director of the Board may agree in writing to extend the overall time-frame. The sub-
stantive review time-frame may not be extended by more than 25% of the overall time-frame

The administrative completeness time-frame described in A.R.S. § 41-1072(1) for each type of approval granted by the
Board is set forth in Table 1.

1. The administrative completeness review time-frame begins:

a. For approval to take an examination, approval or denial of school or salon license, or approval or denial of a
license by reciprocity, when the Board receives an application packet; or

b. For approval or denial of a license by examination, when the applicant takes an examination;

[N

If an application packet is incomplete, the Board shall send to the applicant a written notice specifying the missing
document or incomplete information. The administrative completeness review time-frame and the overall time-
frame are suspended from the postmark date of the notice until the date the Board receives a complete application
packet from the applicant.

3. If an application packet is complete, the Board shall send a written notice of administrative completeness to the appli-
cant.

4. |If the Board grants a license or approval during the time provided to assess administrative completeness, the Board
shall not issue a separate written notice of administrative completeness.

The substantive review time-frame described in A.R.S. § 41-1072(3) is set forth in Table 1 and begins on the postmark
date of notice of administrative completeness.

1. As part of the substantive review for a schoal license, the Board shall conduct an inspection that may require more
than 1 visit to the school.

2. During the substantive review time-frame, the Board may make 1 comprehensive written request for additional infor-
mation or documentation. The time-frame for the Board to complete the substantive review is suspended from the
postmark date of the comprehensive written request for additional information or documentation until the Board
receives the additional information or documentation.

If an applicant meets the requirements of A.R.S. 8 32-501 through 8§ 32-575 and this Chapter, the Board shall send
written notice of approval to the applicant. If an applicant is applying for approval to take an examination, the notice
shall include the date, time, and place the applicant is scheduled to take an examination.

4. If an applicant does not meet the requirements of A.R.S. § 32-501 through § 82ebths Chapter, the Board shall
send a written notice of denial to the applicant including a basis for the denial and an explanation of the applicant's
right to appeal as prescribed in A.R.S. § 41-1076.

The Board shall consider an application withdrawn if within 180 days from the application submission date the applicant
fails to:

|

1. Supply the missing information under subsection (B)(2) or (C)(2); or

2. Take an examination.

An applicant who does not wish an application withdrawn may request a denial in writing within 180 days from the appli-
cation submission date.

An individual shall not practice as an aesthetician, cosmetologist, instructor, or nail technician until the individual
receives and posts the license at the individual's place of employment.

If a time-frame's last day falls on a Saturday, Sunday, or a legal holiday, the Board shall consider the next business day the
time-frame's last day.
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Table 1. Time-frames(in days)
Type of Approval Statutory Authority | Overal Time-frame Administrative Substantive Review
Completeness Time-frame
Time-frame
Approval to Take an A.R.S. 88 32-514, | 90 60 30
Examination 32-515, 32-533
License by A.R.S. 88 32-510, | 60 30 30
Examination 32-511, 32-512, 32-
531
License by Reciprocity| A.R.S. §8 32-513, | 60 30 30
32-532
School License A.R.S. § 32-551 90 30 60
License Renewal A.R.S. 88 32-517, | 75 45 30
32-535, 544, 32-564
Salon License A.R.S. 88 32-541, | 90 30 60
32-542
License Reactivation | A.R.S. § 32-518 30 15 15

R4-10-107. License Renewal
A. An aesthetician, cosmetologist, nail technician, or instructor licensee shall submit an application packet for renewal to the

Board no later than the licensee's birthday.

1

2.

[

If the applicant mails the application packet, the application packet shall be postmarked on or before the applicant’s
birthday.
If the applicant’s birthday falls on Saturday, Sunday or legal holiday, an applicant may file the application packet on
the next business day following the applicant’s birthday.
An application packet consists of:
a Anapplication on aform provided by the Board that contains:
i. The applicant’s name, address, and social security number:
i. A statement of whether the applicant has changed their name since the previous initial or renewal applica-
tion;
iii. Thefeerequired in R4-10-102; and

iv. The signature of the applicant; and
b. A copy of alegal document showing the applicant’s name change, such as a marriage license or divorce decree.

An establishment licensee shall submit an application for renewal and fee required in R4-10-102 to the Board no later than

June 30 of every year.

N =

[

4.

If the applicant mails the application, the application shall be postmarked on or before June 30.

If June 30th falls on Saturday, Sunday or alegal holiday, an applicant may file the application on the next business
day following June 30th.

An application consists of aform provided by the Board that contains:

a The establishment’s name, manager’s license number, and type of license;

b. If the establishment is a salon that is no longer in business, the date of closure; and

c. Thedate and notarized signature of the owner.

If the establishment is a school, the licensee shall submit the information and documents required in R4-10-201 in
addition to the application form.

R4-16-10+R4-10-110. Reactivating an I nactive License
No Change.

R4-16108:R4-10-111. Display of Licensesand Signs
No Change.
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R4-16-109-R4-10-112. Infection Control and Safety Standards
No Change.

R4-16-416:R4-10-113. Establishment M anagement

No Change.

R446411R4-10-114. Disciplinary Action

No Change.

R4161412.R4-10-115. Rehearing or Review of Decision

No Change.

ARTICLE 2. SCHOOLS
R4- 10201 Seheel—l.—u-eens—ng—PFeeedH-F% gp

instruction

irg where the

R4-10-201. Application for a School L icense; Renewal

A. An applicant for a school license shall submit the documents required in A.R.S. § 32-551 and:
1. Submit an application on a form provided by the Board, signed by the applicant, and notarized that contains:

a. The applicant's name, address, social security number, and telephone number;
b. If a partnership, each partner's name and address and an identification of whether a limited or general partner;
c. If a corporation, the state of incorporation and the name, title, and address of each officer of the corporation;
d. The name under which the school will be operated;
e. The name and address of the Board licensed instructor who is in charge of the school;
f. If an existing school, the date the applicant will be assuming ownership;
d. If anew school, the date of scheduled opening of the school;

2. If a corporation, submit the articles of incorporation;

3. Submitan 8 %" by 11" floor plan of the school;

4. Submit an uncompleted contract form required by A.R.S. § 32-558;

5. Submit a schedule that includes the hours of each day and each day of a calendar week during which the school will
be open for instruction;

6. Submit a proposed schedule of classes to be taught at the school;

7. Submit a school catalog containing the information required by A.R.S. § 32-559;

8. Demonstrate compliance with A.R.S. § 32-551 through 8 32-575 and these rules through a school inspection con-
ducted by the Board; and

g Submit the fee required in R4-10-102.

B. In addition to the requirements in R4-10-107, a licensee shall submit the following when renewing a license:
1. Anupdated floor plan not exceeding 8 2" by 11" for all structural improvements;
2. The most recent school catalog showing:

a. Any modifications, additions, or deletions;
b. An index reflecting where the information required by A.R.S. § 32-559 is located in the catalog; and
c. The names of each accrediting or approving organization.
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A subject description of each new course and its schedule;

A new operating schedule if changes occur;

The name and address of any new statutory agent;

If the school changes its name, arequest for approval of the name and the fee required in R4-10-102; and
The name and license number of the current manager of the school.

ARTICLE 4. SALONS
R4-10-401. .Salen—brea%phea%mn—mdm-%}%ﬁlsﬁmsﬁeFSRggealed
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vith the fee as
as received

R4-10-401. Application for a Salon L icense
An applicant for a salon license shall submit:

1. An application on a form provided by the Board, signed by the applicant, and notarized that contains:
The applicant's name, address, social security number, and telephone number;
If applicant is a partnership, each partner's name, address, and an identification of whether a limited or general

partner;

If a corporation, the state of incorporation and the name, title, and address of each officer of the corporation and
statutory agent;

The name of the salon;

The name and license number of the manager licensed by the Board;

If a location change, the previous address;

A history of the salon including:

i. If previously licensed by the Board, the last name of the salon or school;

ii. The name of each business operating at the salon address;

ii. A statement of whether the applicant, any partner of the applicant, or any corporate officer has ever owned a
salon in any state or foreign country;

o e

1o

QI o
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iv. A statement of whether the applicant, any partner of the applicant, or any corporate officer has ever had a
salon license suspended or revoked in any state or foreign country; and
v. A statement of whether the salon provides mobil services as stated in R4-10-403.
If a corporation, the articles of incorporation;
If a partnership, a copy of the partnership agreement;
An 8 %" by 11" floor plan of the salon. The floor plan shall designate the location of each:

[P [eo o

Electrical outlet; and

Activity performed by individuals who are not licensed by the Board, which are related to cosmetology, but not
requlated by A.R.S. § 32-501 through 8 32-575; and

5. The fee required in R4-10-102.

R4-10-402. Changes Affecting a Salon License

A. A licensee changing a salon's location shall submit the fee required in R4-10-102 and an application packet as prescribed
in R4-10-401.

B. A licensee shall notify the Board in writing at least 30 days before making a change in the ownership of a salon. A new
owner shall obtain a license from the Board before beginning operation of a salon.

C. When the controlling ownership in a corporation is transferred or a corporation is reorganized, the new owner shall submit
the fee required in R4-10-102, an application packet as prescribed in R4-10-401 and the following:
1. Former owner's hame;
2. Date of transfer; and
3. A statement of whether the former owner relinquishes the license, salon name, and salon location.

D. A licensee shall notify the Board in writing at least 30 days before the date of a change in a salon's name and submit the
fee required in R4-10-401.

E. A licensee that is a corporation or a limited liability company shall notify the Board in writing at least 3 days before a
change in any corporate officer or statutory agent.

R4-16-402: R4-10-403. Salon Requirements and Minimum Equipment Requirements

a. Wet disinfectant as specified by R4-10-109;

b. Dry, closed, disinfected container to store disinfected tools and implements as specified by R4-10-109;

c. Sink or shampoo bowl with hot and cold running water that is not also used as a dispensary or rest room sink;
d. Station;

e. Restroom;

f.

g.

No Change.
R4-16-4063:R4-10-404. Mobile Services
No Change.
R4-16-404-R4-10-405. Shampoo Assistants
No Change.
NOTICE OF FINAL RULEMAKING
TITLE 4. PROFESSIONS AND OCCUPATIONS
CHAPTER 19. BOARD OF NURSING
PREAMBLE
1. Sections affected Rulemaking action:
R4-19-303 Amend

2. The specific authority for the rulemaking, including both the authorizing statute general and the statutesthe rules

areimplementing (specific):
Authorizing statute: A.R.S. § 32-1606(A)

Implementing statutes: A.R.S. 88§ 32-1635 and 32-1640

3. Theeffective date of therules:
May 18, 1999

4. Alist of all previousnotices appearing in the Reqgister addressing the final rule:
Notice of Rulemaking Docket Opening: 5 A.A.R.461, February 5, 1999.

Notice of Proposed Rulemaking: 5 A.A.R. 416, February 5, 1999.
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5. Name and address of agency personnel with whom persons may communicate regarding the rulemaking:
Name: Janet M. Walsh, Associate Director

Address: Arizona State Board of Nursing
1651 E. Morten, Suite 150
Phoenix, Arizona 85020

Telephone: (602) 331-8111, Ext. 145
Fax: (602) 906-9365

6. An explanation of the rule, including the agency’s reasons for initiating the rule:

Pursuant to A.R.S. 8 32-1606(B), all applicants for initial licensure or certification are required to submit fingerprints

to the Board for the purpose of obtaining a state and federal criminal history. The state criminal history is available
within a short period of time. However, receipt of the federal criminal history takes 60 to 90 days from receipt of the
applicant’s fingerprint card at the Board. Applicants for licensure by examination who, while qualified for a tempo-
rary license under A.R.S. 88 32-1635 and 32-1640, are ineligible to receive a temporary license under the current
rule. In addition, the Board is concerned that these applicants will experience delays in the licensure process and be
unable to work until the federal criminal history is received. The Board believes that amendment of this rule at the
present time is urgently needed because the majority of professional and practical nurse applicants for licensure by
examination submit applications to the Board in the months of May and June. To address these concerns, the Board
proposes an amendment to R4-19-303 to allow applicants for licensure by examination to obtain a temporary license
if they meet the qualifications for licensure, have passed the NCLEX examination, and lack a state criminal history.

7. A reference to any study that the agency proposesto rely on in its evaluation of or justification for the proposed
rule and where the public may obtain review the study, all data underlying each study, any analysis of the study

and other supporting materials:
None.

8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a palitical subdivision of this state:
Not applicable.

9. Thesummary of the economic, small business, and consumer impact:
The proposed amendment will have a minimal economic impact on professional and practical nurse applicants for
licensure by examination who will be charged $25 if they desire to receive a temporary license. The proposed
amendment will have a positive economic impact because these applicants will be able to enter the work force sooner.
The Board expects to receive a substantial economic impact as a result of the amendment to R4-19-303 because it
anticipates that approximately 1,368 applicants for licensure by examination will apply for a temporary license,
resulting in additional revenue in the amount of approximately $34,200. The Board will also incur costs in the nature
of time and resource allocation for the processing of applications and the issuance of temporary licenses. Addition-
ally, the Secretary of State will incur costs for publication of the rule, and the Board will incur costs in promulgating
the rule. The Board anticipates private and public employers will be indirectly benefited because they will be able to
employ applicants for licensure by examination who currently are ineligible to receive a temporary license before
they complete the application process.

10. A _description of the changes between the proposed rul including supplemental notices and final rules (if

applicable):

The Board made stylistic changes to the rule to improve clarity. The changes do not affect the substance of the rule.

11. A summary of the principal comments and the agency response to them:
Two individuals representing 2 long-term care organizations in the state (Arizona Association of Homes and Housing
for the Aging and Arizona Health Care Association) testified in support of the amendment to R4-19-303 at a public
hearing held on March 11, 1999, although these individuals recommended that the Board make applicants for nursing
assistant certification eligible for temporary certificates. The Board declined to make this change for 2 reasons: 1) the
Board lacks statutory authority to issue temporary certificates to applicants for nursing assistant certification; and 2)
federal law allows applicants for nursing assistant certification to work for 4 months pending certification by the
Board. The Board received 1 written comment from a representative of the Arizona Association of Homes and Hous-
ing for the Aging before the close of record on March 31, 1999, expressing the same concern.

12. Any other matters prescribed by statutethat are applicableto the specific agency or to any specific rule or_class of
rules:

Not applicable.
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13. Incorporation by reference and their location in therules:

Not applicable.

14. Wasthisrule previously adopted as an emergency rule:

15.

Not applicable.

Full text of therulefollows:

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 19. BOARD OF NURSING
ARTICLE 3. LICENSURE

Section
R4-19-303. Temporary License

ARTICLE 3. LICENSURE

R4-19-303. Temporary License

A.

|o0

FPI.O

1

Subject to subsection (B), the Board shall issue atemporary license to an An applicant whe-ts-qualified-pursdantto-A-R-S:
§-32-1635-6r8-32-1640-ahd-wheo-desilesiringto practice nursing pending licensure if the applicant lacks a state crimi-

nal hlstorv as verified by a report issued bv the Arizona DeDartment of Publlc Sﬂijet;&bm{—a—wmm{q—mqaest—te-the
y he Board in

3 rother state
pph i e-by endorse-
j a period of

ive or more
0 complete

a—Feen#y—u-pelate—pFegmmnd the appllc ant

Is qualified under:

a. A.R.S. §32-1635 and § 32-1640; and
b. R4-19-301 and R4-19-302; and
2. If seeking licensure by endorsement, has filed an application for licensure by endorsement and submitted documents
or an official statement from another state board of nursing verifying that the applicant has a current license in good
standing; or
3. If seeking renewal of a license that has been inactive or expired for 5 or more years, has filed an application and
enrolled in a reentry update program.
An applicant who discloses a pending disciplinary charge, criminal conviction, chemical dependency, pending investiga-
tion or disciplinary action by a regulatory agency, or malpractice claim is not eligible for a temporary license without prior
Board approval.
Unless extended for good cause under subsection (D), a temporary license is valid for a maximum of 6 months.
efnt@mporary licensee may apply and the Board or the
Executlve Director shall grant an extension for good cause. Good cause means reasons beyond the control of the tempo-
rary licensee such as unanticipated delays in obtaining information required for licensure.

NOTICE OF FINAL RULEMAKING

TITLE6. ECONOMIC SECURITY

CHAPTER 5. DEPARTMENT OF ECONOMIC SECURITY
SOCIAL SERVICES

PREAMBLE
Sections Affected: Rulemaking Action:
Article 23 Repeal
R6-5-2301 Repeal
R6-5-2302 Repeal
R6-5-2303 Repeal
R6-5-2304 Repeal
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R6-5-2305 Reped
R6-5-2306 Reped
R6-5-2307 Reped
R6-5-2308 Repeal
R6-5-2309 Repeal
R6-5-2310 Repeal
Article 56 New Article
R6-5-5601 New Section
R6-5-5602 New Section
R6-5-5603 New Section
R6-5-5604 New Section
R6-5-5605 New Section
R6-5-5606 New Section
R6-5-5607 New Section
R6-5-5608 New Section
R6-5-5609 New Section
R6-5-5610 New Section
R6-5-5611 New Section
R6-5-5612 New Section

2. The specific authority for rulemaking, including both the authorizing statute (general) and the statutes the rules

areimplementing (specific):
Authorizing Statutes: A.R.S. 8§88 41-1003, 41-1954(A)(3), and 46-134(A)(12)

Implementing Statutes: A.R.S. 88 8-201, 8-531, 8-807, and 41-1959

3. Theeffective date of therules:
May 18, 1999

4. A list of all previous notices appearing in the Register addressing thefinal rule:
Notice of Rulemaking Docket Opening: 1 A.A.R. 1157, July 21, 1995;
Notice of Proposed Rulemaking: 4 A.A.R. 1254, June 5, 1998;
Notice of Oral Proceedings: 4 A.A.R. 1255, June 5, 1998.

5. Thename and address of the agency personnel with whom persons may communicate regarding the rulemaking:
Name: Paulina Vazquez-Morris

Address: Department of Economic Security
1717 W. Jefferson
Phoenix, Arizona 85007

Telephone: (602) 542-1163
Fax: (602) 542-5339

6. An explanation of the rules, including the agency’s reasons for initiating the rules:

The purpose of theruleisto set forth Departmental procedures for the protection and disclosure of confidential infor-
mation in accordance with controlling state and federal statutes. The Department promulgated the current rules in
May of 1976. These rules are outdated, inconsistent with controlling law, and ineffective. Legislation enacted since
1976 requires inclusion of new confidentiality and disclosure requirements and repeal of current rules. In this rule-
making package, the Department is submitting a new set of rulesto govern the protection and disclosure of Child Pro-
tective Services records and files. The rules describe the procedures for requesting confidential information, feesto
be paid to the Department for processing requests, and information that will be redacted from records and files prior
torelease. Therules also include a set of definitions relevant to confidentiality and release of records and files. The
new rules are consistent with federal and state authority and program policy and practice.

7. A reference to any study that the agency proposes to rely on in its evaluation of or justification for the final rule
and where the public may obtain or review the study, all data underlying each study, any analysis of the study and

other supporting material:
None.

8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a

previous grant of authority of a political subdivision of this state.
Not applicable.
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9. Thesummary of the economic, small business, and consumer impact:
There is an economic impact for some consumers attributable to the rules. The economic impact results from the leg-

islative mandate to provide confidential records and files to authorized individuals. Specified consumers who request
copies of Child Protective Services records and files, as permitted by Arizona Revised Statutes, will incur an expense
for the Department to process the requested information. The authority to charge afeefor this service is permitted by
A.R.S. § 8-807.

10. A description of the changes between the proposed rules, including supplemental notices, and final rules:
Technical Changes (Format, Syle, Grammar, Consistency)

Based on public comments, the Department’s review of the rules, review by the Attorney General’s Office and the
Office of the Secretary of State, the Department made nonsubstantive corrections and changes to punctuation and for-
mat to conform to the Secretary of State’s requirements. The Department also corrected erroneous cross-references,
changed statutory citations that became effective August 21, 1998.

R6-5-5601 Deleted statutory referenee-8-546

R6-5-5601 Changed statutory reference frem-8-546d.8-531, 8-201, and 8-807
R6-5-5601(13)(A) Changed—-A"to “a.”

R6-5-5602 Changed statutory reference frem-8-548d.8-807

R6-5-5603(A) Changed statutory reference frem-8-548d.8-807

R6-5-5603(B)(3) and (4) Indented “a” through “d” to the 3rd level.

R6-5-5603(D) Changed statutory reference from—8-546-3HCH10}{D)gB}807 (C)(10), (D), or (F)
R6-5-5604(C)(3) Inserted a hyphen in “timeframe”; “time-frame.”

R6-5-5605(A) Changed statutory reference frem-8-546-31(3B-807(C).

R6-5-5605(A) Corrected cross reference frem-R6-5-5608R6-5-5603

R6-5-5605(B) Changed statutory reference frem-8-546-11(3-807(C)

R6-5-5605(C)(2) Changed statutory reference frem-8-546-11(C3-807(C)

R6-5-5605(C)(2) indented “a” and “b” to the 3rd level.

R6-5-5606(A) Changed statutory reference frem-8-546-11¢8-807(E)

R6-5-5606(B) Corrected cross-reference frem-R6-5-5604R6-5-5603(B)

R6-5-5606(B)(1) Changed statutory reference frem-8-546-1HE}andtffy-807(E) and (G).
R6-5-5607(A) Changed statutory reference frem-8-546-11(+3-807(H)

R6-5-5607(C) Renumbered duplicate item—~'23 number “3.

R6-5-5608(A)(1) Indented “a” and “b” to the 3rd level.

R6-5-5609(A) Changed statutory reference frem-8-546-1HC)(@ B-807(C)(12)

R5-5-5609(A) and (C) Changed who will receive and review requests for information . . . “shall send a written

request for information to the- ACYFProgram-Administrator-erthe-Administrator's-dedippeatment Director, or

the director’s designee.”

R6-5-5610(A) Changed statutory reference frem-8-546-11€)(448-807(C)(15)

R6-5-5610(B)(1) Indented “a” and “b” to the 3rd level.

R6-5-5611 Corrected the rule reference from-R6-5-5-561 R6-5-5611

R6-5-5612(B) and (D) Changed statutory reference frem-8-546-11H{CH10)(B);-0io(B}807(C)(10), (D), or (F)
R6-5-5612(C)(2) Changed statutory reference frem-8-546-31H{bB)F)andd®)807 (D), (F). and (G)

Substantive Changes (Changesthat resulted in a change or clarification in the meaning of arule):

Based on comments from child advocates, public comment, as well as the Department’s review and review by the
Attorney General's Office the, Department made the following substantive corrections and changes to the rules.
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R6-5-5601. Definitions

R6-5-5601 A comment was received that the definition of “CPS” was not clear in describing the organizational
structure and function. The definition in R6-5-5601(4) has been changed to:

“CPS” means Child Protective Services, a program within the Administration for Children, Youth and Families,
(ACYF) to receive and investigate allegations of child maltreatment and provide protective services as described in

R6-5-5501(40)."
R6-5-5611 This rule has been renumbered to R6-5-5®12ermit the addition of a new rule.

R6-5-5611 To comply with a statutory change effective August 21, 1998, with a retroactive date of July 1, 1998, a
new rule has been added that provides for the release of confidential information concerning an alleged victim of
abuse, neglect or abandonment who has died.

R6-5-5612(B), (C), and (D) The fee the Department will charge for copies of records and files has been reduced
from $1.50 per page to 25¢ per page to give individuals the opportunity to receive authorized information at less cost.

R6-5-5612(E) This section has been deleted as the 25¢ fee per page will be charged in all cases as prescribed in R6-
5-5612(B), (C), and (D).

11. A summary of the principal comments and the agency responses to them:
The Department received public comments regarding the issues summarized below. This section describes com-
ments that were not adopted, and the Department’s response to those comments. The response explains the Depart
ment's reasons for not making requested changes. In question #10 above, the Department described comments
received where the response was to make the requested change.

R6-5-5601 (Protected individual) A comment was received that when it has been confirmed that a protected indi-
vidual is the abuser, that person should no longer be considered protected by the rule. The Department must abide by
state and federal statutes that protect individuals who are the subject of a CPS investigation. These laws do not
exclude a person from privacy based on the outcome of an investigation. When the Department intends to substanti-
ate a report, individuals have a right to appeal this decision prior to entry of the finding into the Central Registry.

R6-5-5601 (Redacting) One comment stated the Department should adopt language from Arizona Supreme Court
Rule 123(c)(2)(C), that provides for a disclosure that records were redacted, identification of redacted records,
including a description of the nature and length of matters redacted unless this would disclose confidential informa-
tion, and the legal authority for the redaction. The Department has concluded that specific rules in this package
accomplish the same purpose. This definition references blacking out personally identifiable information on pro-
tected individuals. Personally identifiable information, protected individuals and the types of confidential informa-
tion to be redacted, are described in R6-5-5601. Adding a requirement to describe each item that was redacted would
not provide the requester any further information and could possibly reveal personally identifiable information. This
additional task would prevent the Department from releasing the information in a timely manner. Individuals
requesting information are advised in these rules of the statutory authority and that personally identifiable informa-
tion will be redacted pursuant to statute. This disclosure is also included on the request form used to obtain confiden-
tial information.

R6-5-5603 A comment was received that asking a person the purpose for the request should be deleted as it appears
to give DES the ability to decide whether or not the purpose is acceptable. A.R.S. § 8-807 identifies individuals and
circumstances under which confidential information may be released. The Department must make all efforts to deter-
mine whether or not the individual requesting information meets the statutory requirement and purpose.

R6-5-5603 One person felt that having an individual notarize the request form is burdensome. The Department must
require a notarized signature as the requests for confidential information are submitted by mail. Verification of the

identity of the requester must be obtained to prevent individuals not authorized by statute from obtaining CPS records
and files.

R6-5-5606 One comment recommended that the time-frames for notifying an individual requesting a copy of a CPS
report be shorter. It was suggested that if the Department does not have the information, written notice be provided
within 7 calendar days, and the information provided to the person within 20 calendar days.

The Department has determined that responding to and releasing requests for information within 30 days is reason-
able. This maximum time-frame permits the Department to make diligent efforts to provide requested reports and

information quickly, while allowing more time if necessary. Each request requires a search of the CPS databases,
printing, redacting and copying of each report and approval by a manager prior to release. The process time for each
request is approximately 10 to 15 minutes. The cycle time is longer due to the volume of requests and other duties of

June 11, 1999 Page 1807 Volume 5, | ssue #24



Arizona Administrative Register
Notices of Final Rulemaking

the individuals who process them. The implementation of the CPS appeal process for proposed substantiated investi-
gation findings has substantially increased the volume of requests for reports. Each person is entitled to appeal this
proposed finding and receive a copy of the CPS report. InFY 97, 14,394 reports were substantiated. The Department
would not be able to comply with requests for this number of reportsif shorter time-frames were imposed by rule.

12. Any other matters prescribed by statuethat are applicableto the specific agency or to any specific agency or to any

specificruleor classof rules.
Not applicable.

13. Incorporations by reference and their locationsin the rules:
Not applicable.

14. Wasthisrule previoudly adopted as an emergency rule?
Not applicable.

15. Thefull text of therulesfollows:
TITLE 6. ECONOMIC SECURITY

CHAPTER 5. DEPARTMENT OF ECONOMIC SECURITY
SOCIAL SERVICES

ARHCEE23-SAFEGUARBING-OFRECORBSANBIHNFORM-AHON Repealed

Section

R6-5-2301. Objective Repealed

R6-5-2302. Legal-autherity Repeaed

R6-5-2303. Definitions Repealed

R6-5-2304. System-ofrecordsto-besafeguarded Repealed
R6-5-2305. Fypes-efinformationto-besafeguarded Repeaed
R6-5-2306. Subpeena-ofrecord-by-court Repeaed

R6-5-2307. Aceesstorecordsand-disclosure-of-information Repealed
R6-5-2308. Publicinfermation-and-publicity Repealed
R6-5-2309. Vielation-andpenalties Repeaed

R6-5-2310. Sterage-ef-caserecordsor-system-of-records Repealed

ARTICLE 56. CONFIDENTIALITY AND RELEASE OF CPS RECORDS

Section

R6-5-5601. Definitions

R6-5-5602. Scope and Application

R6-5-5603. Procedures for Requesting Information

R6-5-5604. Procedures for Processing a Request for Information

R6-5-5605. Release of Information in Situations Requiring Immediate Action or Service to a Child

R6-5-5606. Release of Report and Investigation Findings

R6-5-5607. Release of Summary Information to a Person Who Reported Suspected Child Abuse and Neglect

R6-5-5608. Release of Information to a Research or Evaluation Project

R6-5-5609. Release of Information to a L egislative Committee

R6-5-5610. Release of Information to a State Official

R6-5-5611. Release of Information to an Individual Who Requests Records and Files Concerning an Alleged Victim of
Abuse, Neglect or Abandonment Who Has Died

R6-5-5612. Fees

R6-5-2301. Objective Repealed
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R6-5-2302. ‘Legatautherity Repealed
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R6-5-2306. Subpeena-ef+ecord-by-court Repealed

A al
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ARTICLE 56. CONFIDENTIALITY AND RELEASE OF CPS RECORDS

R6-5-5601. Definitions
The definitions contained in A.R.S. 88 8-531, 8-201, 8-807, R6-5-5501, and the following definitions apply in this Article:
1. “ACYF’ means the Administration for Children, Youth and Families, an organizational unit within the Division of
Children, Youth and Families, Department of Economic Security.

2. “Caregiver” means a child’s parent, guardian, or custodian.

3. "Completed request” means a Request for Confidential Information form with all information completed as pre-
scribed in R6-5-5603.

4. “CPS” means Child Protective Services, a program within the Administration for Children, Youth and Families,
(ACYF) to receive and investigate allegations of child maltreatment and provide protective services as described in
R6-5-5501(40)."

5. “CPS Administrator” means the DES Administrator responsible for operation of CPS, or that person’s designee,
which may include the ACYF Field Operations Manager, the CPS District Program Manager (“DPM"), the CPS
Assistant District Program Manager (APM”), or the CPS Local Office Manager.

6. "Department" means the Arizona Department of Economic Security, which is sometimes referred to as “DES” or
“ADES".

7. "Estimated processing fee" means an amount a requester must pay to the Department before the Department copies
and redacts requested records and files.

8 "Information" means data contained in a hard copy case file or electronic case record.

9. “Maltreatment” means alleged abuse, neglect, abandonment, or exploitation of a child.

10. "Person about whom a report is made" means an alleged abusive caregiver or other person, or a child victim age 12 or
older.

11. "Personally identifiable information" means information which specifically identifies a protected individual and
includes:

a. Name;

b. Address;

c. Telephone or fax number;

d. Photograph;

e. Fingerprints;

f. Physical description;

dg. Place, address, and telephone number of employment;
h. Social security number;

i.  Tribal affiliation and identification number;

j-  Driver's license number;

K. Auto license number;

I.  Any other identifier that is specific to an individual; and
m. Any other information that would permit another person to readily identify the subject of the information.

12. "Processing fee" means the final amount a requester must pay to the Department for copying and redacting requested
records and files, before the Department will release the copied records and files.

13. "Protected individual” means a person who is the subject of a CPS investigation and includes:

a. An alleged victim,

b. An alleged victim's sibling,

c. A parent,

d. A foster parent,

e. A child living with the alleged victim,

f. The person who made the report of child maltreatment, and

d. Any person whose health or safety would be endangered by disclosure of CPS information.

14. "Redacting” means striking or blacking out personally identifiable information contained in CPS records or files on
protected individuals so that no one can read the information.

15. “Requester’” means an individual or organization that has made a public records request for information from a CPS
record or file.

16. “Research requester” means an individual or organization that seeks CPS information for a research or evaluation

project.
17. "Workday” means Monday through Friday excluding Arizona state holidays.
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R6-5-5602. Scope and Application
A. This Article governs public records requests for CPS information and all requests made under A.R.S. § 8-807.

B. The Department shall handle any request or subpoena for information made by a party to a pending administrative pro-
ceeding, or civil, criminal, juvenile, probate, or domestic relations court proceeding, in accordance with the disclosure and
discovery rules applicable to the particular proceeding or court.

R6-5-5603. Proceduresfor Requesting Information
A. A person who wishes to obtain information pursuant to A.R.S. § 8-807 shall comply with the requirements of this Section,

and any applicable limitations and conditions in R6-5-5605, R6-5-5607, R6-5-5608, and R6-5-5609.
B. The requester shall send the Department a completed information request form, as provided in subsections (C) and (D).
The form shall include the following information:

1. Requester’'s name, address, and telephone number;
2. Name and title of the person signing the form;
3. Name of the child victim who is the subject of the CPS report, with as much of the following information as the
requester can provide on the child victim:
a. Other possible spellings, names, or aliases for the child;
b. Date of birth;
c. The name of the child's caregivers; and
d. The date of the CPS report or time-frame for the report;
4. Any other data that the requester believes will be likely to assist the Department in identifying the information
requested, including the following:
a. The name of the child’s siblings;
b. The child’s social security number;
c. The name of the CPS Specialist handling the case; and
d. The location of the alleged maltreatment;
5. A description of the specific information needed;
6. A statement of the purpose for which the information is needed;
7. The notarized signature of the requester, unless the information is released pursuant to a court order; and
8. The address to which the requested information is to be mailed, or an indication of another method for handling the

response.
C. The requester shall send the request to a local Department office or to the address indicated on the form.

D. A person seeking information pursuant to A.R.S. § 8-807(C)(10),(D),or (F). shall also send the Department a processing
fee in an amount determined under R6-5-5612.

R6-5-5604. Proceduresfor Processing a Request for | nformation
A. Upon receipt of a request for information, the Department shall determine whether the request is complete. If the request

is incomplete, the Department shall either:
1. Return the form to the requester with a statement explaining the additional information the Department needs to pro-
cess the request; or
2. Contact the requester to obtain the missing information.
B. Upon receipt of a completed request, the Department shall stamp the receipt date on the form. The receipt date is the day
that the receiving office designated on the form actually receives the completed request.
C. Within 30 days of the receipt date, the Department shall provide the requester with 1 of the following written responses:

1. A statement that the requested information does not exist;

2. The requested information;

3. A statement that the Department cannot provide the requested information within 30 days, the reason for the delay,
and the anticipated time-frame for response; or

4., A statement that the Department cannot legally release the requested information, with the statutory citation and the

reason for denial.

R6-5-5605. Release of Information in Situations Requiring |mmediate Action or Serviceto a Child
A. When a person or entity entitled to receive records under A.R.S. § 8-807(C) requires information from a record or file in
order to take immediate action on behalf of, or render service to, a child who is or may be the victim of maltreatment, the
Department shall release the information without obtaining the form or fee required by R-5-5603.
B. Before releasing information pursuant to this Section, the Department shall verify that the person requesting information
is a person entitled to receive information under A.R.S.§ 8-807(C).
C. The Department shall:
1. Obtain the name and telephone number of the requester;
2. Call the requester to verify:
a. That the person requesting information is a person entitled to receive information under A.R.S. § 8-807(C); and
b. That the requester needs the information for a purpose described in subsection (A).
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R6-5-5606. Release of Report and Investigation Findings
A. Pursuantto A.R.S. 8 8-807(E). a person about whom a report is made who is not a party in a dependency or termination of

parental rights proceeding may obtain a copy of a CPS report and investigation findings, including the following persons:
1. An adult about whom a CPS report has been made;

2. A child victim age 12 or older;

3. A child’s parent or legal guardian.

B. The person requesting a copy of the CPS report and investigation findings shall submit a completed information request
form which shall include the information listed in R-5-5603(B). Within 30 days of receipt of a completed information
request form, the Department shall provide the requester with either:

1. A copy of the report and investigation findings, after redacting information as required by A.R.S. § 8-807(E) and (G);
or
2. A written response indicating that the Department does not have the requested report or investigation findings.

R6-5-5607. Release of Summary Information to a Person Who Reported Suspected Child Abuse and Neglect
A. A person who reports alleged child maltreatment to CPS may contact CPS to determine the outcome of the report as per-

mitted under A.R.S.§ 8-807(H).
B. After receiving a request and before releasing information, the Department shall verify that the person requesting informa-
tion was the person who made the report as follows:
1. Obtain the name and telephone number of the requester;
2. Compare the requester’s name with the name of the person listed as the reporter on the CPS report; and
3. Call the requester and advise whether the Department can legally honor the request.
After verifying the identity of the requester, CPS shall give the person a summary of the outcome with the following infor-
mation:
1. Disposition of the report;
2. Investigation findings, if available; and
3. A general description of the services offered or provided to the child and family.

R-6-5608. Release of Information to a Research or Evaluation Project
A. A person seeking information for a research or evaluation project shall send a written request and provide information

required for a complete request, under R6-5-5603. A complete research request shall also include the following informa-
tion:
1. If the person works for a research organization:
a. The name of the organization, and
b. The organization’s mission,
2. A description of the research or evaluation project, and
3. The funding source for the research or evaluation project.
Upon receipt of a completed request from a research requester, the Department shall advise whether the Department cat
legally honor the request, and the estimated amount of the processing fee required under R6-5-5612.
C. Upon receipt of the processing fee, the Department shall provide the requester with the expected time-frame for releasing
the requested information.

R6-5-5609. Release of Information to a L egidative Committee
A. A leqgislative committee entitled to receive information under A.R.S. § 8-807(C)(12), shall send a written request for

information to the Department Director, or the director’s designee.

(@

|o0

B. The written request shall include:
1. The name of the committee,
2. The purpose for which the information is sought, and
3. The date by which the committee needs the information.
C. The Department Director, or the director's designee, shall evaluate all requests for information and determine whether to

release information to a legislative committee.
D. When releasing information to a legislative committee, the Department shall send the committee written notice that the
information is confidential and shall not be further disclosed.

R6-5-5610. Release of Information to a Sate Official
A. An Arizona state official entitled to receive information pursuant to A.R.S. § 8-807(C)(15) shall send a written request to
the Department Director.
B. The Director, or the director’s designee, shall verify:
1. That the requesting state official is:
a. Responsible for administration of CPS, or
b. Responsible for oversight of CPS enabling or appropriating legislation, and
2. That the requesting state official is seeking the information to carry out official functions.
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R6-5-5611. Release of Information to a Person Who Requests Records and Files Concerning an Alleged Victim of
Abuse, Neglect or Abandonment Who Has Died
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An individual who requests records and files under A.R.S. § 8-807(C)(13), concerning an alleged victim of abuse, neglect,
abandonment who has died, shall send the Department a completed request on each child.

Upon receipt of the request form the Department shall stamp the date and time of receipt and complete a record and loca-
tion search.

The Department shall notify the requester in writing of the estimated processing fee required under R6-5-5612. If the
requester does not want to proceed, the requester shall send the Department written notice to cancel the search.

Upon receipt of a cancellation notice, the Department shall return the estimated processing fee.

Upon receipt of the estimated processing fee, the Department shall prepare the records and files within 30 work days from
receipt of the estimated processing fee and notify the requester of the final processing fee for records and file preparation.
After receipt of the final processing fee, the Department shall notify the requester and send the redacted records and files
as indicated on the original request.

R6-5-5612. Fees
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If a record production will result in a processing fee, the Department shall notify the requester of the estimated processing
fee before copying any records. Within 10 days of the date of the estimate, the requester shall send the fee or advise the
Department to terminate the request.

When providing information to the persons entitled to receive information pursuant to A.R.S. § 8-807(C)(10), (D), or (F),
the Department shall charge a fee of 25¢ per page.

The fee per page covers the partial cost of:

1. Staff time to research and collect the requested information;

2. Staff time to review and redact information pursuant to A.R.S. § 8-807(D), (F). and (G);

3. Administrative staff time to review and prepare the information to be submitted; and

4. Costs of copying supplies such as paper, toner, and use of equipment.

The fee per page applies to both persons who obtain copies of files and persons who request to review files that must be
redacted prior to review, pursuant to A.R.S. § 8-807(C)(10), (D), or (F).

After the Department has prepared information for release, the Department shall prepare an itemized billing statement
showing the document preparation costs and fees the requester must pay before the Department can release the record
and files.

The Department shall refund any prepaid estimated processing fees that exceed the final processing fee.

NOTICE OF FINAL RULEMAKING
TITLE 12. NATURAL RESOURCES

CHAPTER 1. RADIATION REGULATORY AGENCY
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2. The specific statutory authority for the rulemaking, including both the authorizing statute (general) and the

statutes therules areimplementing (specific):
General: A.R.S. 88 30-654(B), 41-1073 to 1078

Specific: A.R.S. 88 30-657, 30-671(B) 30-672, 30-681, 30-682, 30-683(C), 30-686, 30-687, 30-688, 30-693, and 30-
696

3. Theeffective date of therules:
May 12, 1999

4. Alist of all previous notices appearing in the Register addressing the final rules:
Notice of Rulemaking Docket Opening: 3 A.A.R. 1990, July 25, 1997.
Notice of Proposed Rulemaking: 4 A.A.R. 2442, September 11, 1998.

5. Thename and address of agency personnel with whom persons may communicate regarding the rules:
Name: Dan Kuhl

Address: Arizona Radiation Regulatory Agency
4814 South 40th Street
Phoenix, Arizona 85040

Telephone: (602) 255-4845 ext. 233
Fax: (602) 437-0705
6. An explanation of therule including the agency’s reasonsfor initiating therule:
R12-1-102 The definition of “Background radiation” is modified to bring it in alignment with the law govern-

ing the Agency’s rules.

The definition for “Exhibit” is added to explain name changes of listings that occur at the end of some of the articles
in Title 12, Chapter 1.

The definition of “Temporary jobsite” is amended to limit a temporary jobsite to 6 months. This limitation was added
to the definition on June 30, 1996 and inadvertently deleted in 1997. Therefore this is a correction only.

The definition of “TODE” is amended to correctly reference a subsection in R12-1-419.

A definition for “Workload” is added so persons affected by R12-1-202 will know what information is required with
the x-ray registration application.

R12-1-202 Changes are made to the application, for registration of radiation producing machine requirements.
Some are made for clarification purposes while others are made to improve safety. An applicant will be required to
meet the particle accelerator safety standards in Article 9 prior to registering.

Article 2, Appendix A, Registration Forms Corrections are made to spelling and format. The requirement to pro-
vide credentials for the radiation safety officer and the physician operating the patrticle accelerator in the practice of
radiation therapy is added. The authority to request this information is in R12-1-904(C)(2).

R12-1-301 This rule is repealed to eliminate the numbering problem that exists in Article 3. Because the terms
“Decommissioning” and “Emergency Plan” are used in a single rule, their definitions are relocated in the rule where
each term is used, R12-1-322 and R12-1-323, rather than the definition list in Article 1.

Note: The following Section numbers are the corrected numbers. Each number was originally a digit
higher. (R12-1-302 through R12-1-323 becomes R12-1-301 through R12-1-322)

R12-1-301 This rule describes general requirements for ownership, control, and transfer of radioactive mate-
rial. References to requirements in Article 7 and Article 15 are added for clarification purposes.

R12-1-302 This rule lists exemptions for source material licensing. Only clarification changes are made.
R12-1-303 Exemptions for licensing radioactive material other than source material are listed in this rule.
Only clarification changes are made.

R12-1-304 A list of license types is presented. Only clarification changes are made.

R12-1-305 Requirements for source material general licenses are listed. Only format and clarification changes
are made.
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R12-1-306 Listed are the requirements for general licenses other than source material. Only minor format,
clarification, and rule reference changes are made.

R12-1-307 Only the rule number is changed.

R12-1-308 Requirements that must be met when filing an application for a specific license are listed. Subsec-

tion (C) now references alist of required information that must be provided with the application. Thelist isadded as
Exhibit (E) to this Article.

R12-1-309 Requirements that must be met before the Agency will issue aspecific license arelisted. Listed are
various references containing use requirements in this Article and other Articles in Chapter 1. Added are references
to decommissioning requirements in R12-1-323 and specific use requirements contained in Articles 5, 7, and 17.
These references are added to insure all safety issues are addressed.

R12-1-310 Subsections (A) through (F), dealing with specific licensing requirements for radioactive material
usein radiography and medicine, are moved to Articles 5 and 7, where these specialized uses are regulated. Require-
ments that must be met by broad scope license applicants remain in thisrule. Also, reference changes are made due to
the moving of the regquirements mentioned above to other Articles and to Article 17, reference to which had been
inadvertently deleted during past rulemaking.

R12-1-311 Requirements affecting applicants desiring to manufacture, assemble, repair, or distribute commod-
ities, products, or devices containing radioactive material are contained in this rule. The mgjority of changes are
wording corrections and reference changes. Many changes involve incorporation-by-reference to update the rules.
An exemption to manufacturing requirements is added in subsection (J), allowing nuclear pharmacies to provide
radiopharmaceuticals to licensed recipients according to A.R.S. § 32-1904 .

R12-1-312 This rule requires that the Agency issue a license if the applicant meets the application require-
ments and allows the Agency to incorporate additional safety requirements as license conditions. A prelicense inspec-
tion may be performed by the Agency to verify that all application requirements are met. Only minor word changes
are presented.

R12-1-313 Described are specific conditions and terms of licenses. Licensed activities governed by the Act,
transfer requirements, and Agency notification of licensed program changes are dealt with in this rule. Only minor
word changes are presented.

R12-1-314 The expiration date of a license is described. A word change is made to improve clarity.
R12-1-315 Requirements for renewing a license are listed. A minor word change is made.

R12-1-316 The method for amending a license is described. A minor word change is made.

R12-1-317 Under this rule the Agency is required to follow specific procedures in renewing or amending a
license. A minor word change is made.

R12-1-318 The rule details the steps that must be followed in transferring radioactive material to properly
authorized recipients. Minor word changes are made.

R12-1-319 Procedures for modification, revocation, and termination of licenses are listed. Minor word changes
are made.

R12-1-320 This rule is modified to better delineate the requirements that must be met when the Agency recog-

nizes the license of a radioactive material user that wishes to enter the state to conduct licensed activities, licensed by
another Agreement state or the Nuclear Regulatory Commission (NRC). Many word and reference changes are
made.

R12-1-321 The licensee is required to follow the rules in Article 15 when preparing radioactive material for
transport. A minor word change is made.

R12-1-322 Certain radioactive material users are required to have an emergency plan, preventing radiation
exposure to the public. With the exception of adding the definition of “emergency plan” to this rule from the previous
R12-1-301, repealed with this rule making package, only minor word changes are made to the rule.

R12-1-323 A decommissioning plan and funding rule is added so that licensees possessing certain amounts of
radioactive material sequester enough funds to insure that a contaminated facility or an inventory of radioactive mate-
rial or waste can be cleaned up in a safe manner that is not costly to the State. This requirement is added by incorpo-
rating by reference the decommissioning requirement contained in the Code of Federal Regulations. This new rule is
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a NRC compatibility requirement for all Agreement States. Currently, the Agency is ensuring that certain programs
have a decommissioning plan by requiring it as a license condition, as authorized in A.R.S. § 30.654(B)(13).

Schedule C Moved to Article 7 as Exhibit A with the other requirements moved from R12-1-310 to Article 7.
Schedule D This schedule becomes Exhibit C.
Schedule E This schedule becomes Exhibit D.

Exhibit E A new Exhibit E is added. This schedule contains a listing of the information that must be provided
by a radioactive material license applicant. The information is requested in a license application form as required in
R12-1-308. This Exhibit is added as required by a recently passed law requiring agencies to list in their rules the
information requested in a license or registration application.

R12-1-407 Six license categories are exempted from the record requirements in this rule due to the low hazard
associated with their radiation use programs.

R12-1-408, R12-1-409, R12-1-411, and R12-1-415

These rules are concerned with radiation exposure limits. In each rule a correction is made to a rule reference, R12-1-
419, and a wording correction is made in R12-1-409.

R12-1-418 Because of its importance, a subsection dealing with calibration of survey instruments is repealed
because a separate new survey meter calibration rule, R12-1-449, is added. The requirement is buried in a rule that
specifically deals with monitoring, an entirely different safety issue.

R12-1-419 This rule is the cornerstone for the standards that must be followed when determining which radia-
tion workers are required to use personnel monitoring. The rule in its original form is incorrectly formated. Reword-
ing and format changes are made to the rule.

R12-1-442 A reference is added to clarify this rule that regulates the shipment of radioactive waste to a
licensed disposal facility.

R12-1-449 This new rule requires the radiation user performing radiation surveys as part of a radiation safety
program to calibrate survey instruments according to the specified standard. This requirement is moved from a sub-
section in R12-1-418 because of its importance in a safety program (see R12-1-418).

R12-1-450 A new rule is added regulating the use and inventory of sealed sources for unspecified use. These
requirements are not new. They are currently addressed in license conditions and in Articles 3, 5, 7, and 17, which
regulate sources of specific use.

R12-1-511 A minimum training level for enclosed radiography x-ray machine users is added to the industrial
radiography application requirements. Other minor word changes are made.

R12-1-541 Changes are made to clarify the record-keeping requirements placed on cabinet and shielded room
x-ray systems. Wording is changed to require shielded room x-ray machine operators to correctly use personnel mon-
itoring (PM) devices. The current wording incorrectly requires radiography sealed sources to use PM devices.

R12-1-606 Minor changes are made to the fluoroscopic installation requirements. Unit conversions are added
throughout the rule and wording changes are made to clarify the use of protective devices during fluoroscope opera-
tion. Personnel monitoring will no longer be required for operators of portable or mobile C-arm fluoroscopic x-ray
machines.

R12-1-612 Radiation leakage record retention requirements for x-ray and electron therapy systems are modi-
fied. Machines having an energy range greater than 1 Mev must retain records for the life of the systems’s operation.
The information content of the therapy calibration report is explicitly defined. Qualifications are revised to more
explicitly define minimal standards for individuals performing a calibration on a particle accelerators. The change
aligns these qualifications with those of individuals calibrating teletherapy systems regulated in Article 7.

R12-1-701 With the major changes and additions to Article 7 the scope is now expanded to include the use of
unsealed sources of radioactive material in the healing arts.

R12-1-702 This Section is amended to include definitions that will aid in understanding the requirements in
other sections added to Article 7. Of particular interest is the change in definition of a misadminstration from the def-
inition now contained in R12-1-311(E). This proposed definition is consistent with the definition contained in 10
CFR 35, and is less stringent in terms of current reporting requirements.
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R12-1-703 This Section contains the licensing requirements that were moved from R12-1-311. Included is a
change in the standard for the allowable level of molybdenum-99 breakthrough in technetium generator eluate. The
level will now be consistent with federal standardsin 10 CFR 35. The old requirements in this Section are moved to
R12-1-714

R12-1-704 This Section is added to describe the necessary supervision that is needed for use of radiation from
radioactive material in the healing arts. Included is a definition for supervision, licensing requirements, and a
requirement that a supervising physician be physically present during therapy procedures. This requirement is new
and is added because of the potential safety hazards of use by an unqualified user. The old requirementsin this Sec-
tion are moved to R12-1-716.

R12-1-705 This Section is added. The rule requires all medical licensees to have a Radiation Safety Officer.
Qualifications are not listed in thisarticle. This requirement is added to address potential safety hazards.
R12-1-706 Parts of this Section contain new requirements. The Radiation Safety Commitee required for all

medical institutions in R12-1-703, must meet the requirements contained in this rule. With these additions the stan-
dards, formerly listed in R12-1-311, are now equivalent to those contained in 10 CFR 35. This requirement is added
to address potential safety hazards.

R12-1-707 This rule requires each medical licensee to have in place a functioning Quality Management Pro-
gram that will provide high confidence that radiation is administered as directed by the ordering physician. The Sec-
tion is very broad, allowing each licensee to establish the standard and procedures employed to insure the high level
of confidence. This requirement is added to address potential safety hazards.

R12-1-708 This requirement is not new; it is moved from R12-1-311(E). However, the standards requiring
reporting are less stringent than those currently listed in Article 3. As previoudy noted in the R12-1-702 discussion,
the proposed reporting requirement is based on anew definition for misadministration that is equivalent to the defini-
tion for misadministration in 10 CFR 35. Thisrule is made less stringent because of the low hazard associated with
diagnostic procedures using radioactive material.

R12-1-710 This requirement, allowing visiting qualified physicians to supervise the use of radioactve material
during periods when the authorized user is absent, is a new Section. However, it has been a condition of all medical
licenses for a number of years. This authorization is added as arule at this time to streamline licensing procedures.

R12-1-711 This Section is not new; it is moved from Article 3. However, its format is expanded to better
define which radioactive sealed sources are acceptable for use by medical licensees. Licensees will now be able to
possess calibration and reference sealed sources containing up to 15 mCi without listing them on their specific
license.

R12-1-712 This new Section contains requirements that must be met by licensees that possess radioactive
sealed sources. Included are inventory and authorized procedures. These requirements were previously addressed by
license condition and are added at this time to streamline licensing.

R12-1-713 Thisis anew Section. Each medical licensee that administers radiopharmaceuticals is required to
possess a dose calibrator and use it to measure the amount of radioactivity prior to administering a dose to a patient.
This requirement is added to address potential safety hazards.

R12-1-714 Formerly R12-1-703, this Section addresses concerns associated with the use of sealed sources in
the practice of brachytherapy. Of interest is the deletion of the specific leak testing requirements which duplicate
requirements contained in R12-1-417.

R12-1-716 Formerly R12-1-704. Contained in this Section are requiremnts that must be met when practicing
teletherapy.
R12-1-717 Thisis anew Section. Added are requirements for the use of remote after-loading brachytherapy

devices. These devices have been prevalent in the medical therapy arena for about 10 years. The requirements listed
in this Section have been addressed in license condition. The Section is added at this time to streamline licensing
practices.

R12-1-718 Thisisanew Section. Requirements for performing stereotactic radiosurgery are added at thistime
to streamline licensing practices. These requirements have been addressed by license condition for about 1 year.

R12-1-719 This is a new Section. The release of patients containing radiopharmaceuticals is currently
addressed by license condition. The standard in this Section will be consistent with 10 CFR 35, which allows release
of radioactive patients with exposure levels higher than the current level accepted in license condition, provided cer-
tain administrative controls have been put in place. It isbeing added at this time to streamline licensing practices.
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Exhibit A This exhibit is added to accommodate moving Groups | through V from Article 3 to Article 7.

Minimal changes include the addition of carbon-11 to Group |1, strontium-89 and samarium-153 to Group 1V, and the

addition of “product license application” (PLA) where appropriate in the Groups to accommodate licensing of new
radiopharmaceuticals developed under this FDA approved category.

R12-1-801 Only minor changes are made to improve understandability of this statement that defines the scope
of the rules contained in this Article.

R12-1-802 Only minor changes are made to the definitions needed for the understanding of the rules contained
in this Article.

R12-1-803 This Section contains the requirements for the use of enclosed beam x-ray systems. Only minor

changes are made to improve understandability.

R12-1-804 This Section contains the requirements for the use of open beam x-ray systems. Deleted are all ref-
erences to radioactive material. Added is an exemption to the requirement that an interlock system be used, provided
the listed criteria are met; a requirement for an interlock system if the x-ray tube can be removed from the system;
and the requirement for the registrant to perform a radiation survey to demonstrate that levels in the vicinity of the
open beam system do not exceed acceptable levels. Other changes are made to improve understandability.

R12-1-805 This Section contains administrative responsibilities that must be met by analytical x-ray opera-
tions. The wording is modified to improve understandability.

R12-1-806 Operation requirements for analytical x-ray systems. Major wording changes are made to clarify
and strengthen the requirements listed in the rule. The requirement to maintain personnel monitoring records is
deleted because the requirement already exists in Article 4.

R12-1-902 This Section is being repealed because the requirement to register a particle accelerator is
addressed in Article 2 which is referenced in a new subsection of R12-1-903.

R12-1-903 General requirements for issuance of a registration for a particle accelerator are listed. A new ref-
erence to the requirements in Article 2 is added and the requirement to have a radiation safety committee is deleted
because this Section deals with requirements affecting all accelerators. Also, a number of changes are made to
improve understandability.

R12-1-904 This Section contains special requirements for users of particle accelerators in the practice of med-
icine. Added is a requirement for a radiation safety committee to oversee the use of particle acceterators for human
research. This is not a new requirement; it is simply moved from R12-1-903. Also, qualifications are added for phy-
sicians and physicists wishing to qualify to use and calibrate particle accelerators for medical purposes. These stan-
dards are not new. Currently they are used to qualify users of teletherapy systems in Article 7. Other new
requirements added to this Section include the need to have in place a quality management program as is described in
R12-1-707, and the need to have a particle accelerator facility inspected by the Agency prior to initiation of patient
treatment. Applicants have been providing descriptions of quality management programs with their applications for
approximately 2 years, without complaint. Other changes are made to improve understandability.

R12-1-911 Radiation survey requirements for particle accelerator facilities are listed. Included, are new survey
record retention requirements. Additional wording changes are made to improve understandability and clarity.
R12-1-1001 The purpose and scope of Article 10 are listed. Only minor wording changes are made.
R12-1-1002 Notice to worker posting requirements are listed. Minor rule reference changes are made with min-

imal wording changes.

R12-1-1003 The Section describes instructions that must be given to workers in areas of radiation. Minor word
changes are made.

R12-1-1004 This Section stipulates individual notification requirements for those individuals exposed to radia-
tion, entering or working in areas where radiation is used. Again, wording changes are made to improve understand-
ing and clarity.

R12-1-1005 This Section allows a worker to have another individual represent the worker during an Agency
inspection. Minor word changes are made for clarity.

R12-1-1006 This Section allows Agency inspectors to meet privately with licensee or registrant workers during
an Agency inspection. Changes are made to improve clarity.
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R12-1-1007 Under this Section a licensee or registrant worker may request an Agency inspection. Minor word
changes are made.

R12-1-1008 If the Agency refuses to perform an inspection, requested according to R12-1-1007, the worker
making the request for an inspection may request a review of the Agency’s decision. Minor word changes are made.

R12-1-1209 A Notice of Violation will be provided to a licensee or a registrant following an inspection if an
inspector finds violations during the inspection. The word “Division” is added to better define the proposed sanction
and proposed civil penalty, if applicable. The Divisions are listed in R12-1-1215.

R12-1-1210 The Section describes action that can be taken by the Agency Director based on the response of the
licensee or registrant receiving the violation. Rule references are changed to correspond with changes being refer-
enced in Article 12. Some minor word changes are made to improve clarity; for example the addition of “initial”
before the word “order.”

R12-1-1212 A licensee or registrant may request a hearing upon receiving an initial order. To correctly reference
the Board, the 1st letter is capitalized in subsection (B).

R12-1-1213 Listed are the 5 severity levels of violations. In subsections (A), (B), (C), and (E) the format of the
listed criteria is changed to promote easier reference, and a statement is added to subsections (A)(2) and (3) to better
differentiate the kind of information that must be available to affect the violation outcome. In subsection (C), the ref-
erence to the radiation protection program required in R12-1-407 is now correctly made. A licensee or registrant with

a violation governed by subsection (C)(3) can be treated as a severity level IV violation if the radiation protection
program previously discussed, is in place.

R12-1-1214 The mitigating factors that may affect the outcome of violations are listed. Subsection (A) is
deleted because of the difficulty in discovering the listed criteria. The Director will be given more latitude in deter-
mining when a civil penalty should be reduced or waived. The remaining subsections contain wording changes to
improve understandability.

R12-1-1215 Listed are the various license and registration divisions. The division lists are reformatted to
improve ease of reference. New categories have been added to the division lists. Added are particle accelerator,
research and development, laboratory, NORM (for a definition see “NARM” in Article 1) commercial disposal site,
and low level waste disposal site. These license categories are defined in R12-1-1306. Added in subsection (D) are
classifications of individuals who may use sources of radiation, but are not required to have a license or registation.
These classifications are necessary because such individuals may act in an unsafe manner that requires the Agency tc
administer sanctions against them.

R12-1-1216 The schedule of civil penalties is listed in this Section. Minor word changes are made to improve
clarity and to include registrants in subsection (C). The word “registrant” was inadvertently deleted during the origi-
nal rulemaking.

R12-1-1217 This Section contains augmented consequences for violations that have the prescribed charcteris-
tics. Many changes are made to this rule to improve the practicality of the multitiered penalty system described in it.

R12-1-1218 The timing and method of payment of civil penalties is described in this Section. The word “final”
is added to insure that the reader knows which order is of concern in the rule.

R12-1-1219 Unsafe conditions may result in a license or registration being revoked. If the conditions listed in
this Section exist, the affected individual will have to show cause why the license or registration should not be
revoked. “Show cause” is added to the Section heading to better describe the rule content and the word “suspended”
is added to the penalty statements to provide the Agency with greater flexibility.

R12-1-1220 The Director may take escalated enforcement actions such as suspending or modifying a license or
registration, or impounding a radiation source, if a violation meets the criteria in this Section. The wording is rear-
ranged for ease of reference and to improve clarity.

R12-1-1222 Before the Agency initiates formal proceedings, a licensee or registrant may request an enforce-
ment conference. The outcome of the conference, a consent agreement, is added to the rule wording so that a license
or registrant understands the value of an enforcement conference in eliminating the need for formal proceedings that
can be quite expensive.

R12-1-1223 The legislature has required that the Agency add time-frames during which the Agency will process
license and registration applications, and requests for amendments to existing licenses and registrations. This was
accomplished in December 1998. At this time the rule is amended to reference a new requirement in Article 13 that
penalizes the applicant for not responding to Agency’s application questions in a timely manner.
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R12-1-1301 A single definition is listed. The definition for “combined” is modified to clarify how fee payments
are handled when a combination license is issued by the Agency.

R12-1-1302 Definitions for each of the license and registration categories are listed. With this amendment a
Category A license can be combined with any other type of license, and references to Article 3 subsections are cor-
rected to agree with amendments that have occurred in Article 3. Added are license categories for:

a. Research and development, and laboratory categories that were inadvertently left out of the rule
making when the categories were listed in 1993. There are many licensees of this type at this time.

b. A “NORM" commercial disposal site category is added to accommodate any future sites of this
type. There are no licensees of this type at this time.

Other minor changes are made for clarification purposes, included is a change in rule title to reflect its content.

R12-1-1303 An applicant is required to pay the current fee upon submitting an appliaction for license or regis-
tration. Minor word changes are made.

R12-1-1304 Each year licensees and registrants are required to pay an annual fee. Minor word changes are
made.

R12-1-1305 The required method of payment is described. Minor word changes are made.

R12-1-1306 The fee table for all regulated categories is listed in the table. New fees for the new categories set

forth in R12-1-1302 are listed. Other minor word changes are made to improve clarity.

R12-1-1307 Special license fees for reciprocity recognition, radioactive waste transfers, and a low-level radio-
active waste site licensing are listed. The latter of the 3 is added as a new category to address safety concerns if an
application is received for a waste site. Other minor word changes are made.

R12-1-1308 A fee for requested inspections is listed. The only change of consequence is the mileage charge
from $ .25 per mile to the most current rate established by the Department of Revenue.

R12-1-1309 The Section adds the requirement for an applicant to respond to a deficiency letter in the specified
time-frame. If not responded to in a timely manner, the application will be treated as if it has been abandoned. A new
application and fee will be required.

7. A reference to any study that the agency proposesto rely on in its evaluation of or justification for the proposed
rule and wherethe public may obtain or review the study. all data underlying each study. any analysis of the study

and other supporting material:
None.

8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a palitical subdivision of this state:
Not applicable.

9. The summary of the economic, small business, and consumer impact:
Disposal site licensing fees:

R12-1-1302 A $200,000 licensing fee is proposed for a naturally occurring radioactive material (NORM) com-
mercial disposal site.

R12-1-1307 A $3,000,000 licensing fee is proposed for a Low-level Radioactive Waste Disposal Site License.
The fee is being justified using existing site licensing that occurred in California and other states.

Other Changes and Additions:

R12-1-311 Nuclear pharmacies will be allowed to function under Board of Pharmacy rules in dispensing cer-
tain radiopharmaceuticals per physician prescription, that are not approved by the FDA for commercial distribution
and use. This should decrease cost while at the same time expediting patient care.

R12-1-323 The decommissioning rule could potentially add substantial cost to users of very large quantities of
radioactive material, in that funds must be set aside at the time of application to insure that all radiation hazards are
safely disposed of at termination of the program. Decommissioning must occur according to the prescribed schedule.

R12-1-1223 This Section is amended in an effort to decrease time and effort wasted on applicants who fail to
respond in a timely manner to Agency requests for more information. See R12-1-1309 analysis provided below.
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R12-1-1302 and R12-1-1306 Other new categories are added to insure radiation use is occurring in a safe manner.
The cost is determined by factoring in the cost of application review, inspection, administrative costs, and degree of
hazard associated with the specific radiation use. The following categories and associated annual costs are noted:

Cl6 Research and Development (R& D)$750
C17 Laboratory (LAB)$600
D19 NORM waste site$200.000 (See above)

Notee R&D and LAB licensees are paying these fees at this time classified under the D18 cate-
gory.

R12-1-1309 This could potentially cause an economic burden on an applicant if information is not provided to
the Agency in 90 days from the date of the request. The applicant would be required to submit a new application with
a2nd application fee. Therewould aso be delay in initiating any business activity involving the use of radiation.

Other changes and additions are made to improve clarity, consistency, and understanding of the rules. In Article 5,
requirements are moved from Article 3 to better organize and portray the requirements. In Article 2 facility require-
ments are now stated in rule. In the past a description was requested on the registration application form. Also, alist-
ing of needed specific and general license application information, currently requested on the application form, will
be located in Exhibit E at the end of Article 3. The majority of changes are made as a result of 5-year-review reports,
which are an on-going process to keep the rules current. The economic impact to all affected parties for these changes
should be minimal.

10. A description of the changes between the proposed rules, including supplemental notices, and final rules:
Article 2:

1. Article 2 heading and R12-1-202 section heading, and subsection (B)
“Facilities” and “machine” are reinserted to improve understanding of the requitement
2. R12-1-202(D)

Reference to R12-1-208 is added as originally listed in current rule. This reference was inadvertently omitted from
the proposed rule changes.

Article 3:

essed to the
onuclide-shall-be-¢ ined- m of the
€d Timsysubsection is changed to the fol-
lowing language to improve clarity and consistency with the preceding subsection. The new language is: “The pos-
session limit for multiple radionuclides is determined as follows: The sum of the ratios for all radionuclides possessed
under the license shall not exceed unity (1). The ratio for each radionuclide is determined by dividing the quantity
possessed by the applicable quantity in Exhibit C, ColumiTHi% change is also made in R12-1-310(A)(3)(b),
except that the reference is made to Exhibit C, Column II.

2. In R12-1-322(A) the word “might” is removed from the definition of “emergency Plan”. The definition is
changed to improve clarity and is not changed to require an offsite response as requested in a written comment from a
citizen reviewer.

3. In R12-1-323(C) each licensee needing to submit a decommissioning funding plan will now be allowed to have 6
months to submit the plan. Itis believed the 3 months listed in the proposed rule will not allow enough time for prep-
aration of a plan.

4. In the title of Exhibit C the following underlined words are added for clarity and consistency: “Limits for Class B
and CBroad_Scopéicenses”.

Article 4:

1. In R12-1-419(B) a change is made in the wording so the personnel monitoring exemption proposed for low out-
put fluoroscopy units is based on the 10% limit specified elsewhere in this rule. Also, “dosimeter” is replaced with

“Individual monitoring device”. Both changes are made to maintain consistency in the rule that effects both radioac-
tive material and x-ray users.

2. In R12-1-449(B)(2) the wording requiring the person doing the calibration to check a survey meter’s operation
against a dedicated check source is deleted.
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It is deleted to clarify the intent that check sources are used prior to use of a survey meter which is addressed in sub-
section (C), which is modified to require the meter be checked by the user after calibration and prior to use. Some-
times a survey meter will malfunction between calibrations and the user would not know it without checking the
meter’s operation against a known radiation source.

3 In R12-1-450(A) the wording is changed to allow a choice between the manufacturer’s safety information and
safety information provided by the applicant and approved by the Agency. The Agency will assist in deciding what
safety concerns must be addressed. This change allows the licensee more flexibility in meeting a needed safety stan-
dard.

Article 6:

In R12-1-612(B)(3)(f) the language “in the therapy facility” is added in place of “at the therapy control panel” to give
the registrant flexibility in their recordkeeping without compromising safety.

Article 7:

1. In R12-1-702 the word “intraluminal” is added to the definition of “brachytherapy” to better describe how the
radiation sources are used to apply radiation to human disease.

In the definition “an” is replaced with “a” to correctly structure the sentence.

Added to the definition of “misadministration” is an additional statement under subsection (1)(d) that will further
define a therapy misadministration. The language is similar to that listed under subsection (2)(d) that defines a diag-
nostic misadministration. The 2 subsections will be similar in that a certain dose level can be used for determining
whether a misadministration has occurred. Language is added to the definition of “written directive” so that diagnos-
tic standing procedures will be included. Currently, most nuclear medicine procedures are performed under this sys-
tem of authority granted by the authorized user. It is impractical to expect a doctor to write an order for each and
every procedure when the hazard associated with a diagnostic test is low. Because the intent of this rule is unchanged
it is believed this is not a substantive change.

2. In R12-1-703(A)(3) the words “training and” are added before the word “experience” to correctly express the
requirements that must be met by a physician who wants to be added to a radioactive material license as an authorizec
user.

3. In R12-1-703(B)(2)(a) the subsections are incorrectly designated with Arabic numbers instead of Roman numer-
als. This change is made to improve format.

4. In R12-1-704(B) the wording is changed to improve understandability. As originally drafted, a physician quali-
fied to supervise must meet both standards listed in this subsection. The correction is made by adding “and is”
between each standard.

5. In R12-1-707 the words “using radioactive material or the radiation from radioactive material for therapeutic
purposes” is added between the words “licensee” and “shall” in the 1st line, so the requirement in the rule only effects
therapeutic users of radiation. This change is made to bring the requirement in this rule in line with federal standards,
as was the intent when the rule was originally drafted.

6. In R12-1-713 the wording is changed to clarify the requirement in this Section. The words “written directive” are
deleted. A dose calibrator cannot be used to measure the amount of radioactivity prescribed and a written directive is
not required for all procedures as implied by the language. Diagnostic procedures are often performed according to a
standing order from an authorized user, as is the case when x-ray diagnostic procedures are performed.

7. In R12-1-714(A)(4) the wording is changed to allow a choice between the manufacturer’s safety information and
safety information provided by the applicant and approved by the Agency. The Agency will assist in deciding what
safety concerns must be addressed.

8. In R12-1-714(C)(1) and (2) the words “A physician on a radioactive material license or qualified designee” is
added in place of “the physician or other authorized user” so that the therapy survey required in the rule will be con-
ducted by someone knowledgeable in survey procedures. The intent was that the doctor could select someone else tc
do the survey if that person was qualified. The doctor may not be available to do the survey. The surveys are often
conducted by someone other than the authorized user.

The word “determine” is replaced with “measure” in subsection (C)(1) and (2). Also, the words “by measurement”
are removed from the sentence in subsection (C)(1) after the word “inserted” so that understandability is maintained
with the previously noted word change. These changes are made to improve clarity. Radiation levels are actually
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measured, not determined as previously written. Lastly, the word “license” is added after “radioactive material”
because it was inadvertently omitted when drafted.

9. In R12-1-714(D)(2) the words “A physician on a radioactive material license or qualified designee” is added for
the same reason as noted in number 8 above. Also, the word “chart” is replaced with “patient records when the patient
is undergoing brachytherapy”. The reason for this change is to insure the records are maintained in those incidents
when patient charts are not available for recording the required information.

10. In R12-1-716(G)(1) the certifying organization “American Board of Medical Physicists in Radiation Oncology
Physics” is added to the list of needed qualifications for those individuals calibrating teletherapy units. This organi-
zation was inadvertently omitted from the list of possible qualifications.

11. In R12-1-717(F)(1)(b), (b)(ii), and (b)(iii) changes are made to subsection (F)(1)(b) to correctly state the require-
ments in this subsection. In the 1st change all references to a beam are removed. There is no beam when an after-
loader radiation source is exposed, and it is not possible to use a phantom as currently written in the rule. In subsec-
tion (F)(1)(b)(ii) “quantities of radiation” is replaced with “radiation levels” to correctly quantify radiation in the reg-
ulated areas around the radiation source. In subsection (F)(1)(b)(iii) “The intensity of the primary beam of radiation

at a specified distance from the source” is replaced with “The activity of the source, using an Agency approved proce-
dure and a calibrated Farmer chamber, or equivalent”. As it is written the radiation source in the after-loading device
can not be properly calibrated.

12. In R12-1-719(A) the words “or an amount specified in license conditions” is added at the end of this subsection
to accommodate any radiation levels that may result in an exposure greater than what is allowed in the rule. Users of
radiation may need an exemption to this requirement so that a patient’'s medical care is not compromised. In many
cases special precautions can be used to prevent or limit unnecessary exposure to these types of patients.

13. In R12-1-719(B) and (D) the requirements associated with treatment of breast-feeding women and infants with
radiopharmaceuticals were deleted because radiopharmaceutical therapy is no longer used on breast-feeding women.

14. In R12-1-719(C) there is confusion created by the use of “record of the basis for authorizing the release of an
individual”, which can be alleviated by using this phraseology: “criteria used to authorize the release of an individual

containing radioactive material”. The single statement in this subsection is split in 2 with the 2nd statement begin-
ning with “The record shall be maintained” for 3 years.... It is believed these changes will improve the clarity.

15. In subsection (G) under Group IV of Exhibit A the amount of lodine-131 that can be administered to patients
treated outside of a hospital setting is increased from 30 to 33 millicuries to stay abreast of current standards. Current
health physics calculations available in a federal regulation guide demonstrates there is minimal increase in hazard
when a patient is released after treatment with 33 millicuries of lodine-131.

Article 8:
In R12-1-804(1) “decommissioning” is replaced with “is no longer used” to improve understanding of the subsection.
Article 9:

1. In R12-1-904(B) a reference to R12-1-706 is added to make the language in this Section consistent with the
requirements in Article 7. The current requirements in R12-1-904(B) are archaic and no longer consistent with cur-
rent radiation safety committee requirements and protocol. It is believed this change is not substantive, because the
proposed requirements are consistent with current state and federal standards, and consistent with the original intent.

2. In R12-1-911(B)(3) and (4) a beginning particle accelerator energy level of 30 Mev is added so that users of
lower energy systems are not required to perform unnecessary surveys. Safety is not compromised below this level.

Article 10:

In R12-1-1006(A) and R12-1-1007(A) change “registration” to “registrant” and delete “and licenses” in the 1st sub-
section; and include “registration conditions” with the existing license conditions in the 2nd. These changes are made
in an effort to maintain continuity for licensees and registrants in these requirements.

Article 12:

1. InR12-1-1213(A)(1)(c) and (B)(1)(c) the word “therapeutic” is added so that therapy users, using radiation in an
amount greater than the amount prescribed in each subsection, are held accountable for the hazard associated with
mistaken therapy dose. There is no need to hold diagnostic users of radiation accountable because of the minimal
hazard associated with the small amounts of radiation used.

2. InR12-1-1213(C)(1), R12-1-1213(C)(2), and R12-1213(C)(3) the following additions are made.
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Added in the 1st part of the statement is “loss of control over a radiation source” which will include language that was
inadvertently deleted during an earlier amendment process. A reference to “registration” is added to the 2nd subsec-
tion to maintain continuity with licensees in the rule; A reference to “registration” and “registrant” is added to the 3rd
subsection to maintain continuity as is the case in the previous subsection; and “protection” is added to the 3rd sub-
section in place of “safety quality assurance” to maintain continuity with the language used in R12-1-407 which is
referenced in this subsection. These changes are not substantive because the changes actually make the propose
amendment easier to understand while maintaining the rule’s integrity in regulating all users of radiation.

3. The underlined proposal in R12-1-1222(A) is deleted and the word “consists” is put into the requirement. It is
now believed the proposed change is not needed. In subsection (B) “is” is added to complete the sentence.

Article 13:

The heading of R12-1-1302 is confusing when compared to the heading of R12-1-304. In the heading of R12-1-1302
the word “Types” is replaced with the word “Categories” to reflect the Section’s true content which is categories of
licenses and registrations.

In closing, a number of very minor changes were made to this rule package to improve clarity and understandability.
These changes are not listed because they do not affect the meaning or intent of the affected rules.

11. A summary of the principal comments and the Agency response to them:
1. Reinsert the word “facility” into Article 2 heading and R12-1-202, and make “machines” singular in same Sec-
tion.

Agency response: Changes are made as recommended.
2. The definition for a broad scope license in R12-1-310 is not adequate
Agency response: A change is not needed for the following reasons:

a. The applicant must also meet the requirements in subsection (B) as well as meet the basic definition in
subsection (A).

b. This category is further defined in R12-1-1302.

C. The current licensing system employed by the Agency has enough flexibility built into it to allow authori-
zation of “Atomic Number 3 through 83" and the word “Any” for nonbroad scope licensed activities.

3. In R12-1-322 the word “might”in the definition for “Emergency Plan” is inappropriately used.

Agency response: The agency agrees this term may not be the best, but it is believed an emergency could occur
that may not involve offsite response, and therefore no attempt should be made to change the definition to require off-
site response. The word “may” will replace the word “might”.

4. Why is the multiplication factor 0.3 used when determining a whole body exposure from a collar badge as is
required in R12-1-408? Additionally, why are there different factors used when 2 monitoring devices are worn?

Agency response: Studies have shown that 0.3 is the appropriate conversion when 1 badge is worn. When 2 are
worn the sum of the 2 overestimate the exposure. The correction factors have been determined empirically and are as
suggested by authorities in the field of radiation safety.

5. R12-1-450(A) and R12-1-714(A)(4) have not made any accommodations for old sources that do not or may not,
have safety instructions available for them. The rule should provide a course of action for licensees possessing old
sources with no safety instructions.

Agency response: A statement addressing this issue has been added to both Sections.

6. R12-1-511(2) is listed twice; remove 1 listing. Remove phrase “or if applicable, a program to provide instruction
to enclosed radiography x-ray machine operators” from (1); and remove changes to (3) because they are vague.

Agency response: The Agency agrees with removal of the duplication, but disagrees with removal of the new
wording because it is believed the wording is written in a clear and understandable manner.

7. There are no computer tomography (CT) x-ray rules and computerized tomography systems are not inspected by
the Agency.

Agency response: The Agency is aware of this deficiency. CT rules will be promulgated in the next rulemaking
project.
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8. Itis recommended that examples of “specific surgical applications” be listed in R12-1-606 to assist in regulating
intensified fluoroscopes.

Agency response: The Agency is not in the habit of putting examples in rules. This would make the rule prohibi-
tively large. For handling these kinds of issues the Agency has a relatively large staff and access to a number of reg-
ulation guides that address associated concerns.

9. Users of therapy simulators should be exempted from the requirements in R12-1-606.

Agency response: This request cannot be met at this time because the change would be substantive and would
require new rulemaking. This requested change will be considered for a future rulemaking project.

10. In R12-1-612(B)(3)(f) there is no need for the calibration report to be at the therapy unit console, as long as it is
available to the operator.

Agency response: The Agency agrees that a change is needed. A change will be made as requested. It is not sub-
stantive in nature and the safety intent of the rule is maintained.

11. There are no qualifications listed for a radiation safety officer in R12-1-705.

Agency response: Radiation Safety Officer credentials will not be added so that each applicant can be evaluated
against the most current federal standards for this position. Recently, the federal standard changed for this position.
Secondly, this change would be substantive in nature, requiring that a new rulemaking proposal be submitted.

12. There has been no accommodation made for someone other than the authorized user doctor named on a radioac
tive material license to do the required surveys in R12-1-714(C)(1).

Agency response: As stated in an earlier rule the physician named on the license is the supervisor for the radioac-
tive material use. Therefore, he can designate duties like surveys to other qualified individuals. The words “qualified
designee” will be added to the rule to meet this requested change.

13. In R12-1-714(D)(2) the patient’s chart is not always accessible to individuals wanting to add information about
the therapy procedure being performed.

Agency response: The Agency agrees. A more general term “records” will be used in place of the term “chart”,
as long as the information is recorded and available to interested parties during the therapy procedures.

14. The American Board of Medical Physicists in Radiation Oncology Physics should be included as a certifying
body in R12-1-716(G)(1).

Agency response: The Board has been added to the list as requested. All accepted methods of qualifying were to
be listed in the rule. Its deletion was an oversight.

15 R12-1-717(F)(1)(b) defines a required survey that can not be performed as stated in the rule. There is no primary
beam and a patient phantom is never used when evaluating radiation levels associated with an after-loader therapy
device.

Agency response: The Agency agrees to make the requested change. The requirement will now be stated in a
realistic manner, applying the requirement to after loading devices, while taking into consideration how it is designed
and intended to be used.

16. As in number 17, R12-1-717(F)(1)(b)(iii) should not contain a reference to a radiation beam. As previously
stated these devices do not have a beam associated with their normal operation.

Agency response: The Agency agrees with this needed change. A change will be made indicating that the cali-
bration performed will determine the quantity of radioactive material in the therapy source, not intensity of beam,
which does not apply to this type of therapy unit.

17. R12-1-911(A), a survey meter is not needed in a particle accelerator facility.

Agency response: The Agency disagrees. A meter should always be available in a facility. This requirement is
listed in the suggested state regulations published by the Conference of Radiation Control Program Directors
(CRCPD).

18. R12-1-912(B) is no longer applicable to particle accelerator safety programs.

Agency response: This may be true, however, this is not new language and the Agency cannot change something
that is not currently listed in the proposed rule changes. The Agency will consider this requested change when this
rule is opened at a later date.

June 11, 1999 Page 1831 Volume 5, | ssue #24



Arizona Administrative Register
Notices of Final Rulemaking

19. In R12-1-1006(A), “registration” should be “registrant” in the new language at the beginning of the sentence, and
“registration” is added with the word “license” to maintain consistency in format. In R12-1-1007(B) “registration” is
included with “license” because they both have conditions and therefore maintain consistency of format.

Agency response: Changes are made as suggested.
20. In R12-1-1213(C)(1)(c), add “diagnostic” in the statement with therapeutic doses.

Agency response: The Agency disagrees and will not make the change because an incorrect diagnostic dose of
this size is not dangerous to the patient.

21. In R12-1-1213(C)(1)(c) a reference to “resulting in an excessive individual exposure” and “loss of control over a
radiation source” should be added so all potential incidents are included.

Agency response: The 1st statement is already included while the 2nd is added as suggested.
22. In R12-1-1213(C)(3), add “registration” and “registrant”.
Agency response: Changes are made as suggested.

23. What is an “industrial radiation machine” as listed in R12-1-1215(A)(2), and should it be listed in a different
Division?

Agency response: This category of use is defined in R12-1-1302. Itis located in this Division because the hazard
associated with this type of radiation use.

24. Civil penalties promote an adversarial approach to inspecting radiation users.

Agency response: The Agency has always had an “open door policy” when communicating about compliance

issues with licensees and registrants. Often, if a user can show a good faith effort to correct a problem in a timely
manner a violation may be mitigated. In a nutshell the licensee has to be looking at their radiation safety program
when the Agency is not doing an inspection.

25. The civil penalties in R12-1-1216 are counterproductive in that they do not promote less radiation exposure to
the public and radiation workers. They should be used only for the most serious deficiencies.

Agency response: The Agency disagrees. Civil penalties are used by many agencies both federal and state. The
amounts are relatively low when compared to the Nuclear Regulatory Commission (NRC) and Department of Envi-
ronmental Quality, and should only have a negative economic effect on the smallest of companies. Civil penalties
were put into effect at the request of the NRC and state auditors. The amount collected annually is quite small com-
pared to the Agency’s budget. Civil penalties are often applied to lesser offenses because it is believed they are indi-
cators of a failing radiation safety program.

12. Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or class of
rules:

Not applicable.

13. Incorporations by reference and their location in therules:

10 CFR 32 R12-1-306(E)(3) Page 105
10 CFR 32.26 R12-1-311(C) Page 141
10 CFR 32.29 R12-1-311(C) Page 141
10 CFR 32.53-56, R12-1-311(E) Page 149
and 32.101

10 CFR 32.57, 58,R12-1-311(F)(2) Page 149

32.102 and 70.39
10 CFR 32.61, 32.62

and 32.101 R12-1-311(1)(2) Page 153
10 CFR 30.35 R12-1-323(C) Page 182
and 40.36

10 CFR 30.36(g)(1)R12-1-323(E)(1) Page 183
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10 CFR 30.36()) R12-1-323(E)(5) Page 184
10 CFR 30.36()) R12-1-323(E)(6) Page 184
10CFR32.72  R12-1-703(C)(2)(a) Page 244
10 CFR 35 R12-1-704(C) Page 253
10CFR3272  Exhibit A Page 276
10CFR35(J))  Exhibit A Page 276
10CFR35.25  Exhibit A Page 276
10 CFR 61 R12-1-1302(D)(11) Page 333

14. Weretherules previously adopted as emergency rules?
No.

15. Thefull text of therulesfollows:

TITLE 12. NATURAL RESOURCES

CHAPTER 1. RADIATION REGULATORY AGENCY
ARTICLE 1. GENERAL PROVISIONS

Section
R12-1-102. De€finitions

ARTICLE 2. RADIATION MACHINE FACILITY REGISTRATION OR LICENSING, INSTALLATION AND
SERVICE REGISTRATION, AND MAMMOGRAPHIC FACILITY CERTIFICATION REGISFRAHON-AND-

Section
R12-1-202. Application Requirements for Registration or Certification of lonizing and Nonionizing Radiation Machine
Fecilities: Notification
ARTICLE 3. HHSENSING-OF RADIOACTIVE MATERIAL LICENSING

Section

R12-1-301. Definitions Repealed

R12-1-302:.R12-1-301.
R12-1-303:R12-1-302.
R12-1-304-R12-1-303.
R12-1-305:R12-1-304.
R12-1-306:R12-1-305.
R12-1-3064R12-1-306.
R12-1-308:R12-1-307.
R32-1-309:R12-1-308.
R12-1-310:R12-1-309.
R12-1-311-R12-1-310.

R12-1-312.R12-1-311.

Ownership, Control, or Transfer of Radioactive Material

Source Material;; Exemptions

Radioactive Material Other than SourceMaterial;; Exemptions

Fypesofticenses License Types

Genera License Lieenses --Source Materia

General License Lieenses -- Radioactive Material Other than Source Material

Repeaed

Filing Application for Specific Licenses

General Requirements for the Issuance of Specific Licenses

Specia Requirements for Issuance of Certain Specific Broad Scope Licenses for-Radioactive
Materia

Special Requirements for a Specific License to Manufacture, Assemble, Repair, or Distribute

Commodities, Products, or Devices Which Contain Radioactive Material

R32-1-313:R12-1-312.
R12-1-314-R12-1-313.
R12-1-315:R12-1-314.
R12-1-316:R12-1-315.
Ri2-1-31/R12-1-316.
R12-1-318:R12-1-317.
R32-1-319.R12-1-318.
R12-1-320:.R12-1-319.
R32-1-321:.R12-1-320.

Issuance of Specific Licenses

Specific Terms and Conditions of Licenses

Expiration of License Lieenses

Renewal of License

Amendment of Licenses at Request of Licensee
ARRA Action on Applications to Renew or Amend
Transfer of Radioactive Material

Modification, Revocation, and Termination of Licenses

Rec_ip_rocal Recognition_of Licenses Fer-Byproduet,—Sedree-and-Special-Nuelear—M-aterial-{(Ha

QuantitiesNot-Sufficrentte-Form-a-Critica-Mass)
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Ri2-1-322.R12-1-321. Preparation of Radioactive Material For Transport
R12-1-323.R12-1-322. The Need For an Emergency Plan For Response to a Release of Radioactive Material.
R12-1-323. _Financial Assurance and Record Keeping for Decommissioning

Exhibit A .SeheddleA Exempt Concentrations
Exhibit B. B Schedule B Exempt Quantm&

Exh|b|t C. SehedHJre-D L|m|tsfor ClassB and C Broad ScoDe Licenses

Exhibit D. Schedule-E Radioactive Material Quantities Requiring {R12-1-316(G)} Consideration for an Emergency Plan
R12-1-322) {R12-1-323)

Exhibit E.  Application Information

ARTICLE 4. STANDARDS FOR PROTECTION AGAINST IONIZING RADIATION

R12-1-407. Radiation Protection Programs

R12-1-408. Occupational Dose Limitsfor Adults

R12-1-409. Cempliancewith-Reguirementsfoer Summation of External and Internal Doses
R12-1-411. Determination of Internal Exposure

R12-1-415. Doseto an Embryo or / Fetus

R12-1-418. Surveysand Monitoring

R12-1-419. Conditions Requiring Individual Monitoring of External and Internal Occupational Dose
R12-1-442. Agency Inspection of Shipments of Waste

R12-1-449. Survey Instruments

R12-1-450. Seded Source Requirements

ARTICLE 5. RADIATION SAFETY REQUIREMENTSFOR INDUSTRIAL RADIOGRAPHIC OPERATIONS

Section
R12-1-511. License and Registration Application Requirements For Industrial Radiography
R12-1-541. Enclosed Radiography Using X-ray Machines

ARTICLE 6. USE OF X-RAYSIN THE HEALING ARTS

Section
R12-1-606. Fluoroscopic Systems instaHations
R12-1-612. X-ray and Electron Therapy Systemswith Energies of 1 MeV and Above

ARTICLE 7. USE OF RADIONUCLIDESIN THE HEAL ING ART SUYSE-OFSEALED-RABDICAGCTNESOURGCES
NTFHEHEANGARTS

Section

R12-1-701. Scope

R12-1-702. Definitions

R12-1-703. interstialHatracavitary,-and-sdperficial-applications Repealed
R12-1-703. Licensefor Medical Use of Radioactive Materia

R12-1-704. Feletherapy Repeaed

R12-1-704. Supervision

R12-1-705. Radiation Safety Officer

R12-1-706. Radiation Safety Committee

R12-1-707. Quality Management Program

R12-1-708. Misadministration Reports and Records

R12-1-709. Reserved

R12-1-710. Visiting Authorized User

R12-1-711. Cdlibration and Reference Sources

R12-1-712. Sealed Sources

R12-1-713. Dose Calibrators

R12-1-714. Brachytherapy

R12-1-715. Reserved

R12-1-716. Teletherapy

R12-1-717. High Dose Rate Remote After-loading Brachytherapy Devices
R12-1-718. Gamma Stereotactic Radiosurgery

R12-1-719. Release of Individuals Containing Radiopharmaceuticals or Radioactive Sealed Sources from Restricted Areas
Exhibit A. Groups of Medical Uses of Radioactive Materia
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ARTICLE 8. RADIATION SAFETY REQUIREMENTS FOR ANALYTICAL X-RAY OPERATIONS

Section

R12-1-801.
R12-1-802.
R12-1-803.
R12-1-804.
R12-1-805.
R12-1-806.

ARTICLE 9. RADIATION SAFETY REQUIREMENTS FOR PARTICLE ACCELERATORS

Section

R12-1-902.
R12-1-903.
R12-1-904.
R12-1-911.

ARTICLE 10. NOTICES, INSTRUCTIONS, AND REPORTSTO WORKERS; INSPECTIONS

Section

R12-1-1001.
R12-1-1002.
R12-1-1003.
R12-1-1004.
R12-1-1005.

R12-1-1006.
R12-1-1007. |
R12-1-1008. |

Section

R12-1-1209.
R12-1-1210.
R12-1-1211.
R12-1-1212.
R12-1-1213.
R12-1-1214.
R12-1-1215.
R12-1-1216.
R12-1-1217.
R12-1-1218.
R12-1-1219.
R12-1-1220.
R12-1-1222.

R12-1-1301.
R12-1-1302.
R12-1-1303.
R12-1-1304.
R12-1-1305.
R12-1-1306.
R12-1-1307.
R12-1-1308.
R12-1-1309.

Notices of Final Rulemaking

Scope

Definitions

Enclosed Beam X-ray Systems bearmx—ray-systems
Open Beam X-ray Systems bearxray-systems
Administrative Responsibilities respensibiities
Operating Reguirements precedures

Reserved Registration-Reguirements

General Requirements for the Issuance of a Registration for Particle Accelerators

Specia Registration Requirements for Medical Human Use of Particle Accelerators

Radiation Survey Requirements menitoringreguirements

Purpose and Scope seope
Posting of Notices for Workers reticesto-workers

Instructions to Workers weorkers
Notifications and Reports to Individuals

Licensee, Registrant, and Worker Representation During Agency Inspection Presenee-of representatives-of-He-

ensees-or-registrants-and-werkers-during-Haspection
Consultation with Workers During | nspections werkers-during-Hspection

I nspection Requests by Workers werkersfor-inspection
nspection Haspeetiens not Warranted; Review warranted:review

ARTICLE 12. ADMINISTRATIVE PROVISIONS

Notice of Violation

Response to Notice of Violation
Initial Orders

Request for Hearing in Response to an Initial Order
Severity Levels of Violations
Mitigating Factors

License and Registration Divisions
Base-Scheduleof Civil Penalties
Augmentation of Civil Penalties
Payment of Civil Penalties
Additional Sanctions - Show Cause
Escal ated Enforcement
Enforcement Conferences

ARTICLE 13. LICENSE AND REGISTRATION FEES

Definition

Pypes-of-Licensesand-Registrations License and Registration Categories
Feefor Initial License and Initial Registration

Annual Feesfor Licenses and Registrations

Method of Payment

Table Seheddte of Fees

Special License Fees

Fee for Requested Inspections

Abandonment of License or Registration Application

R12-1-102.
A"

“Absorbed dose”

June 11, 1999

ARTICLE 1. GENERAL PROVISIONS

Definitions
No change.
No change.
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“Accelerator” No change.
“Accelerator produced material” No change.
“Act” No change.
“Activity” No change.
“Adult” No change.
“Agency”, or “AREA” No change.
“Agreement State” No change.
“Airborne radioactive material” No change.
“Airborne radioactivity area” No change.
“ALARA” No change.
“Analytical x-ray equipment” No change.
“Analytical x-ray system” No change.

“Background radiation” means radiation from cosmic sources; not technologically enriehedlly occurring radioactive
materials, including radon, except as a decay product of source or special nuclear material less than 10 times the quantities
listed in Article 4, Appendix B, Table II; and global fallout as it exists in the environment from the testing of nuclear
explosive devices. “Background radiation” does not include sources of radiation from radioactive materials regulated by

the Agency.

“Becquerel” No change.
“Bioassay” No change.
“Brachytherapy” No change.
“By-product material” No change.
“Calendar quarter” No change.
“Calibration” No change.
“Certified cabinet x-ray system” No change.
“CFR” No change.
“Chelating agent” No change.
“Civil penalty” No change.
“Collective dose” No change.
“Committed dose equivalent” No change.
“Committed effective dose equivalent” No change.
“Curie” No change.
“Current license” No change.
“Deep-dose equivalent” No change.
“Depleted uranium” No change.
“Dose” No change.
“Dose equivalent (k)" No change.
“Dose limits” No change.
“Dosimeter” No change.
“Effective dose equivalent " No change.
“Effluent release” No change.
“Embryo/fetus” No change.
“Enclosed beam x-ray system” No change.
“Enclosed radiography” No change.
“Cabinet radiography” No change.
“Shielded room radiography” No change.
“Entrance or access point” No change.

“Exhibit” For purposes of these rules, is equivalent in meaning to the word “Schedule” as found in previously issued rules,

current license conditions and regulation guide.

“Explosive material” No change.
“Exposure” No change.
“Exposure rate” No change.
“External dose” No change.
“Extremity” No change.
“Eye dose equivalent” No change.
“Fail-safe characteristics” No change.
“Field radiography” No change.
“Field station” No change.

“Former U.S. Atomic Energy Commission (AEC)
or U.S. Nuclear Regulatory Commission (NRC)
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No change.

“Generally applicable environmental radiation

standards”

“Gray”

“Hazardous waste”
“Healing arts”

“Health care institution”
“High radiation area”
“Human use”
“Impound”

“Individual”

“Individual monitoring”
“Individual monitoring devices
“Industrial radiography”
“Injection tool”
“Inspection”

“Interlock”

“Internal dose”
“Irradiate”

“Laser”

“License”

“Licensed material”
“Licensed practitioner”
“Licensee”

“Licensing State”
“Limits”

“Local components”
“Logging supervisor”
“Logging tool”

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.
No change.
No change.
No change.
No change.
No change.

“Lost or missing licensed or registered source of

radiation”

“Low-level waste”

“Major processor”

“Medical dose”

“Member of the public”

“MeV”

“Mineral logging”

“Minor”

“Monitoring”

“Multiplier”

“NARM”

“Normal operating procedures”
“Natural radioactivity”

“NRC”

“Nuclear waste”

“Occupational dose”

“Open beam system”
“Package”

“Particle accelerator”
“Permanent radiographic installation”
“Personnel dosimeter”
“Personnel monitoring equipment”
“Personal supervision”
“Pharmacist”

“Physician”

“Primary beam”

“Public dose”

“Pyrophoric liquid”

“Pyrophoric solid”

June 11, 1999

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.
No change.
No change.

No change.
No change.
No change.
No change.
No change.
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Qualified expert”

“Quality Factor”

“Quarter”

“Rad”

“Radiation”

“Radiation area”
“Radiation dose”
“Radiation safety officer”
“Radioactive marker”
“Radioactive material”
“Radioactivity”
“Radiographer”
“Radiographer's assistant”
“Radiographic exposure device”
“Registrant”

“Registration”

“Regulations of the U.S. Department of

Transportation”

“Rem”

“Research and Development”
“Restricted area”
“Roentgen”

“Safety system”

“Sealed source”

“Shallow dose equivalent”
“Shielded position”
“Sievert”

“Site boundary”

“Source changer”
“Source holder”

“Source material”
“Source material milling”
“Source of radiation”

“Special form radioactive material”

Notices of Final Rulemaking

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.
No change.
No change.
No change.
No change.
No change.
No change.
No change.
No change.
No change.
No change.
No change.

“Special nuclear material in quantities not sufficient

to form a critical mass”
“Storage area”

“Storage container”
“Subsurface tracer study”
“Survey”

“Teletherapy”

No change.
No change.
No change.
No change.
No change.
No change.

“Temporary job site” means any location where sources of radiation are used other than the specified locations listed on a
license document. Storage of sources of radiation at a temporary jobsite shall not exceed 6 months unless the Agency ha:

granted an amendment authorizing storage at that jobsite.

“Test”
“These rules”

No change.
No change.

“Total Effective Dose Equivalent” (TEDEJFEBE* means total effective dose equivalent, the sum of the deep-dose equiva-

lent for external exposures and the committed effective dose equivalent for internal exposures.

“Total Organ Dose Equivalent” (TODEFOBE* means total organ dose equivalent, the sum of the deep-dose equivalent and

the committed dose equivalent to the organ receiving the highest dose as described in R12-1-419(D(1)(d)

“Unrefined and unprocessed ore”
“Unrestricted area”

“U.S. Department of Energy”
“Waste”

“Waste handling licensees”
“Week”

“Well-bore”

“Well-logging”

Volume 5, |ssue #24

No change.
No change.
No change.

No change.
No change.
No change.
No change.
No change.
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“Whole body” No change.

“Wireline” No change.

“Wireline service operation” No change.

“Worker” No change.

“WL” No change.

“WLM" No change.

“Workload” means the degree of use of an x-ray or gamma-ray source per unit time.
“Year” No change.

ARTICLE 2. RADIATION MACHINE FACILITY REGISTRATION OR LICENSING, INSTALLATION AND

SERVICE REGISTRATION. AND MAMMOGRAPHIC FACI LITY CERTI FICATION R—EG-I—ST—R—AT—I—@N—AND—

R12-1-202. Application Requirements for Registration or Certification of lonizing and Nonionizing Radiation

Machine Facilities: Notification

A. A person shall node-persen-shalleceive, possess, use, or transfer a radiation machine except as authgrzsdant
to this Article.

B. The owner or persons posses sjmgq-ﬂg—pessesaeﬂ ahy nonexempt radlatlon machlne shall apply for reglstrat|0n of the
machine Wlth the Agencs A , e. Sub-

Mmlnin 30 days afte |ts acgmsn or&eqa%en—e#—sueh—maeMne

The_person applying for registration of a radiation producing machine shall use the approprisapptestion-shal-be

en-theforms-as-preserib@ Appendix A_ofte this Article.

No change.

In addition to the application forms, the applicant shall remit the appropriate registration or licensing fee listed in R12-1-

1306;remit-the—appropriateregistrationfee—pursuant-toR12-1-1301—ets@csuch other information as may be

required to comply with R12-1-208.

E. With the application forms for registration of radiation machines, except dental and mammography facilities, the applicant
shall provide a scale drawing of the room in which a stationary x-ray system is located. The drawing shall denote the type
of materials and the thickness (or lead equivalence) of each barrier of the room (walls, ceilings, floors, doors, windows).
The drawing shall also denote the type and frequency of occupancy in adjacent areas including those above and below the
x-ray room of concern (for example, hallways, offices, parking lots, and lavateitets). Estimates of workload shall
also be provided with the drawing.

oo
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Appendix A. Registration and Licensing Forms

ARRA-4IG

January 1996

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR INDUSTRIAL GAUGE OR ANALYTICAL X-RAY SOURCE OF RADIATION
(does NOT include Industrial Radiography)

FACILITY NAME REGISTRATION # (if available)

DATE

MACHINE INFORMATION

X-Ray Unit
Analytical Industrial Gauge This Machine is Mobile or Fixed Other
EQUIPMENT
MANUFACTURER / MODEL NO. SERIAL NO. MAX. KVP MAX. MA. PHYSICAL LOCATION
Control
Panel
Rad.
Tube #1
Rad.
Tube #2
Rad.
Tube #3

ADDITIONAL SHHEEBING INFORMATION
(Use additional pages, if necessary)

INSTRUCTIONS

1. Please provide a scale drawing of the facility, including construction material, and your calculations of the shielding needed
to assure compliance with A.C.C. R12-1-408 and R12-1-416. The calculations should include the information required to
assess the compliance with these regulations.

2. Please provide the specific instructions or procedures including any restrictions, such as beam stop usage, provided to the
equipment operators.

3. Please note that R12-1-206(C) requires the transferor provide each registrant with the supplies and x-ray equipment as
necessary to comply with the requirements of the rules relating to the use of the equipment transferred.

RETAIN A COPY FOR YOUR RECORDS
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Appendix A. Registration and Licensing Forms Continued

ARRA-4IR
January 1996

ARIZONA RADIATION REGULATORY AGENCY
ATTACHMENT TO ARRA-4 FOR AN INDUSTRIAL RADIOGRAPHY X-RAY SOURCE OF RADIATION (<1,000 kVp)
FACILITY NAME REGISTRATION # (if available)

DATE

TYPE PROGRAM

Cabinet Fixed Mobile

MACHINE INFORMATION

Floroscopic w/image Intensifier Radiographic Other

EQUIPMENT

MANUFACTURER / MODEL NO. SERIAL NO. MAX. KVP MAX. MA. PHYSICAL LOCATION

Control
Panel

Rad.
Tube #1

Rad.
Tube #2

Rad.
Tube #3

ADDITIONAL SHEEBING INFORMATION
(Use additional pages, if necessary)

INSTRUCTIONS

1. Please provide a scale drawing of the facility, including construction material, and your calculations of the shielding needed
to assure compliance with A.A.C. R12-1-408 and R12-1-416. If for temporary locations, please provide a copy of your
operating and emergency procedures which contain the information required by R12-1-522.

2. Please provide the specific instructions including any restrictions provided to the radiographers.

3. Please note that R12-1-534 requires each registrant to maintain for each industrial x-ray radiography site:
A copy of the registration form;

Operating and emergency procedures;

Agency rules;

Survey records as required by R12-1-533 along with dosimetry records; and

The latest instrument calibration which indicates the applicability to the x-ray energies in use at the site.

RETAIN A COPY FOR YOUR RECORDS

PoOT
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Appendix A. Registration and Licensing Forms Continued
ARRA-4PA

January 1996

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR A PARTICLE ACCELERATOR SOURCE OF RADIATION (>1 Mev)

FACILITY NAME REGISTRATION # (if available)

DATE

CLASSIFICATION OF PERSONNEL IN CHARGE OF MACHINE

Health Physicist Operator Other

MACHINE INFORMATION

Betatron Cyclotron Van de Graaff Linear Other
Graff
This Machine is Mobile or Fixed
EQUIPMENT
MANUFACTURER / MODEL NO. SERIAL NO. MAX. MVP MAX. MA. PHYSICAL LOCATION

ADDITIONAL SHHEEBING INFORMATION
(Use additional pages, if necessary)
INSTRUCTIONS

1. Please provide a drawing of the facility, including construction material, and your calculations of the shielding needed to
assure compliance with A.A.C. R12-1-408 and R12-1-416. If for temporary locations, please provide a copy of your
operating and emergency procedures which contain the information required by R12-1-522.

2. Please provide the specific instructions including any restrictions provided to operators.

3. Please note that R12-1-1002 requires each registrant to maintain for each Particle Accelerator site:
a. A copy of the registration form;
b. Operating and emergency procedures;
c. Agency rules.

RETAIN A COPY FOR YOUR RECORDS
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Appendix A. Registration and Licensing Forms Continued

ARRA-4PAR
January 1996

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR AN INDUSTRIAL RADIOGRAPHY X-RAY SOURCE OF RADIATION (=1 Mev)

FACILITY NAME REGISTRATION # (if available)

DATE

CLASSIFICATION OF PERSONNEL IN CHARGE OF MACHINE

Health Physicist Radiographer Other

MACHINE INFORMATION

Betatron Cyclotron Van de Graaff Linear Other
Graff
This Machine is Mobile or Fixed
EQUIPMENT
MANUFACTURER / MODEL NO. SERIAL NO. MAX. MVP MAX. MA. PHYSICAL LOCATION

[~

ADDITIONAL REQUESTED SHHELBING INFORMATION

(Use additional pages, if necessary)
INSTRUCTIONS

Please provide a drawing of the facility, including construction material, and your calculations of the shielding needed to
assure compliance with A.A.C. R12-1-408 and R12-1-416. If for temporary locations, please provide a copy of your
operating and emergency procedures which contain the information required by R12-1-522.

Please provide the specific instructions including any restrictions provided to the radiographers.

Please note that R12-1-534 requires each registrant to maintain for each industrial x-ray radiography site:

a. A copy of the registration form;

b. Operating and emergency procedures;

c. Agency rules;

d. Survey records as required by R12-1-533 along with dosimetry records; and

e. The latest instrument calibration which indicates the applicability to the x-ray energies in use at the site.

Please provide the Radiation Safety Officer's name and his/her gualifications.

RETAIN A COPY FOR YOUR RECORDS
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Appendix A. Registration and Licensing Forms Continued

ARRA-4PAT
January 1996

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR MEDICAL THERAPY PARTICLE ACCELERATOR SOURCE OF RADIATION = 1 Mev

FACILITY NAME REGISTRATION # (if available)

DATE

CLASSIFICATION OF PROFESSIONAL IN CHARGE OF MACHINE

General Practitioner Health Physicist Registered X-Ray Technologist

Radiologist Nen-Registered-X-Ray-feeh—— Osteopath Other

Medical Physicist

PARTICLE ACCELERATOR INFORMATION

Betatron Cyclotron Van de Graaff Graff Other Medical therapy medical LINAC
EQUIPMENT
MANUFACTURER / MODEL NO. SERIAL NO. MAX. Mev MU/min or PHYSICAL LOCATION
MAX. MA.
Photons
Electrons
Neutrons

ADDITIONAL SHIEEBING INFORMATION
(Use additional pages, if necessary)

INSTRUCTIONS

1. Please provide a scale drawing of the facility, including construction material, and your calculations of the shielding needed
to assure compliance with A.A.C. R12-1-408 and R12-1-416. The calculations shall meet the requirements specified in
R12-1-603 (C)(2). For your assistance Regulatory Guide 11.5 is available to guide you in supplying these items. You may
wish to submit the consultant design report for the facility instead.

2. Please provide the specific instructions including any restrictions provided to the equipment operators. Regulatory Guide
11.5 will assist you in completing this portion of the application.

3. Please note that R12-1-611(B) and (C) requires each registrant to maintain for each particle accelerator:
a. Prior to initiating treatment, a radiation protection survey of the facility is made and the record retained. A copy must be

provided to the Agency;

b. A record of the calibrations of the Unit;
c. Arecord of the monthly spot checks must be maintained.

4. Please provide the names of the Radiation Safety Officer and the physician(s) with their qualifications to be listed on the

registration as authorized users of the particle accelerator.

RETAIN A COPY FOR YOUR RECORDS
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Appendix A. Registration and Licensing Forms Continued

ARRA-4X
January 1996

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR THE REGISTRATION OF MEDICAL/DENTAL OR VETERINARIAN
DIAGNOSTIC X-RAY SOURCE OF RADIATION

FACILITY NAME REGISTRATION # (if available)
DATE

MACHINE INFORMATION
Diagnostic X-Ray
Fluoroscopic w/image Intensifier Bone Densitometer
Fluoroscopic wo/image Intensifier Tomographic ___ Cephalometric _____
Combination w/image Intensifier Panographic IntraOral
Combination wo/image Intensifier ___ Radiographic ___ Other Dental _____
Computerized Axial Tomographic Photoflurographic Other Medical

This Machine is Mobile Stationary Portable Transportable

EQUIPMENT
MANUFACTURER/MODEL NO. SERIAL NO. MAX. KVP MAX. MA. PHYSICAL LOCATION

Control
Panel

Rad.
Tube #1

Tube #2

Tube #3

Tube #4

Flouro.
Tube #1

Flouro.
Tube #2

ADDITIONAL SHEEBING INFORMATION
(Use additional pages, if necessary)

INSTRUCTIONS

1. Excluding dental and mammography units, please provide a scale drawing of the facility, including construction material,
and your calculations of the shielding needed to assure compliance with A.A.C. R12-1-408 and R12-1-416. The
calculations shall meet the standards specified in R12-1-603(C)(2). For your assistance Regulatory Guide 10.5 is available
to guide you in supplying these items.

2. Please provide the specific instructions including any restrictions provided to the equipment operators. Regulatory Guide
10.5 will assist you in completing this portion of the application.

3. Please note that R12-1-604(B) requires each registrant to maintain for each x-ray machine:

a. Maximum rating of technique factors;

b. Aluminum equivalent filtration of the useful beam, including routine variations;

c. Records of surveys, calibrations, maintenance, modifications, and the names of persons who performed the service;
d. A copy of all correspondence with the Agency relating to the x-ray machine.

4. Please note that R12-1-206(C) requires transferor provide to each registrant, the supplies and x-ray machine necessary to
comply with the requirements of the rules relating to the usage of the equipment transferred.

RETAIN A COPY FOR YOUR RECORDS
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Appendix A. Registration and Licensing Forms Continued

ARRA-4XT
January 1996

ARIZONA RADIATION REGULATORY AGENCY
ATTACHMENT TO ARRA-4 FOR MEDICAL THERAPY X-RAY SOURCE OF RADIATION <1 Mev

FACILITY NAME REGISTRATION # (if available)

DATE

MACHINE INFORMATION
Medical Therapeutic X-Ray

< 150KVp 151 - 999kVp

EQUIPMENT
MANUFACTURER / MODEL NO. SERIAL NO. MAX. KVP MAX. MA. PHYSICAL LOCATION

Control
Panel

Therapy
Tube #1

Therapy
Tube #2

Therapy
Tube #3

ADDITIONAL SHELBING-ANB-CALBRAHON INFORMATION
(Use additional pages, if necessary)

INSTRUCTIONS

1. Please provide a scale drawing of the facility, including construction material, and your calculations of the shielding needed
to assure compliance with A.A.C. R12-1-408 and R12-1-416. The calculations shall meet the standards specified in R12-1-
603(C)(2). For your assistance, Regulatory Guide 11.5 is available to guide you in supplying these items. You may wish to
submit the consultant design report for the facility instead.

2. Please provide the specific instructions including any restrictions provided to the equipment operators. Regulatory Guide
11.5 will assist you in completing this portion of the application.

3. Please note that R12-1-611(C), (D), and (E) require each registrant to maintain for each x-ray machine:
a. A record of the radiation protection survey of the facility;
b. A record of the calibrations of the Unit;
¢. For Units > 150kVp, a record of the monthly spot check must be maintained;

4. Please provide a copy of 3(a) and 3(b) above when they are initially completed for this installation.

RETAIN A COPY FOR YOUR RECORDS

Volume 5, |ssue #24 Page 1846 June 11, 1999



Arizona Administrative Register

Notices of Final Rulemaking

ARTICLE 3. HHSENSHING-OF RADIOACTIVE MATERIAL LICENSING

jeactive mate-
ieal organiza-

R42-14-302 R12-1-301. Owner ship, Control, or Transfer of Radioactive Material

A.

In addition to the requirements of this Article, all licensees are subject to the requirements of 12 Akidke11, Arti-
cle 4 and Article 10-ef-theseRegulatiohscensees engaged in industrial radiographic operations are subject to the
requirements of 12 A.A.C. Article 5; andlicensees using-sealed-seurcadioactive materidah the healing arts are sub-
ject to the requirements ef-Article}® A.A.C. 1, Atticle 7; licensees transporting radioactive material are subject to the
requirements contained in 12 A.A.C. 1, Article #bthese-Regulations
Ownership-of radioactive-materidlotwithstanding any other provisions of this Article, any person may own radioactive
material, provided that the ownerstipeh-ewnershiloes not include the actual possession, custody, use or physical
transfer of radioactive material or the manufacture or production of any article containing radioactive material without the
aDr)IlcabIe certification, I|cense or registratismess-appropriately-tieensed

Aenanufacturer, processor, or producer of any eqmpment device, com-
modity, or other product containing source material or byproduct material whose subsequent possession, use, transfer, or
anddisposal by all other persons is exem-exemptettom regulatory requirements may only obtain authority to trans-
fer possession or control of the matebaLebtamed—eHIyrom the U S Nuclear Regulatory Comm|SS|on Washington,
ary of State.

R42-1-303 R12-1-302. Source Material; ; Exemptions

A.

Any person is exempt from this Article to the extent #at-suechperson receives, possesses, uses, or transfers source
material in any chemical mixture, compound, solution, or alloy in which the source material is by weight less than 1/20th
of 1 percent (0.05 percent) of the mixture, compound, solution, or alloy.

Any person is exempt from this Article to the extenttes-suetperson receives, possesses, uses, or transfers unrefined

and unprocessed ore containing source material, prOV|ded—that—e*eept—as—au¥heH%ed—m—a—spee|ﬁbdmdsperson

doesshallnot refine or process tleeehore except as authorized in a specific license.

C. Any person is exempt from this Article if this-the-extent-that-sugierson receives, possesses, uses, or transfers:

1. Any quantities of thorium contained in:

a. Incandescenheandescerngas mantles;

b. Vacuunwaecuumtubes;

c. Weldingweldingrods;

d. Electriceleetriclamps for illuminating purposes provided that each lamp does not contain more than 50 milli-
grams of thorium;

e. Germicidalgermieidallamps, sunlamps, and lamps for outdoor or industrial lighpingyided that each lamp
does not contain more than 2 grams of thorigen;

f. Rarerare earth metalsand compounds, mixtures, @nd products containing not more than 0.25 percent by
weight thorium, uranium, or any combination_of thorium and urarthase or

g. Individualindividual neutron dosimeters, provided that each dosimeter does not contain more than 50 milligrams
of thorium;

2. Source material contained in the following products:

a. Glazedglazedceramic tableware, provided that the glaze contains not more than 20 pereent-bysauaight
material_by weight

b. Glasswarefasswareglass enamel and glass enamel frit containing not more than 10 pereent-byseaighbt
material_by weightbut not including commercially manufactured glass brick, pane glass, ceramic tile or other
glass, glass enamel or ceramic used in construgtion;

c. Piezoelectripiezeeleetricceramic containing not more than 2 percentby-weightce material by weight

3. Photographic film, negatives, and prints containing uranium or thorium;

4. Any finished product or part fabricated of, or containing, tungsten-thorium or magnesium-thorium alloys, provided
that the thorium content of the alloy does not exceed 4 percent by weight and that the exemption contained in this
subsection does néem-shall-net-be-deemed dnithorize the chemical, physical, or metallurgical treatment or pro-
cessing of the finishedny-suetproduct or part;

5. Uranium contained in counterweights installed in aircraft, rockets, projectiles, and missiles, or stored or handled in

connection with installation or removal of counterweighish-counterweightprovided that:
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a. Thethe counterweights are manufactured in accordance with a specific license issued by the U.S. Nuclear Regu-
latory Commission, authorizing distribution by the licensee according to pursdantte 10 CFR-Part 40;;

b. Each each counterweight has been impressed with the following legend clearly legible through any plating or
other covering: "DEPLETED URANIUM";;

c. Eacheaeh counterweight is durably and legibly labeled or marked with the identification of the manufacturer and
the statement: "UNAUTHORIZED ALTERATIONS PROHIBITED"; +and

d. The the exemption contained in this item does not shal-ret-be-deemed-to authorize the chemical, physical, or
metallurgical treatment or processing of any sueh counterweights other than repair or restoration of any plating
or other covering and

e. Therequirements specified in R12-1-302.C.5-b-And-¢. subsections (C)(5)(b) and (c) do not apply to need-neot-be
met-by counterweights manufactured prior to December 31, 1969; provided, that these counterweights sueh
eodnterweights are impressed with the legend, "CAUTION -- RADIOACTIVE MATERIAL -- URANIUM"as

Natural or depleted uranium metal used as shielding and constituting part of any shipping container; provided that:

a. The the shipping container is conspicuously and legibly impressed with the legend "CAUTION -- RADIOAC-
TIVE SHIELDING -- URANIUM", and

b. Thethe uranium metal is encased in mild steel or equally fire resistant metal with f minimum wall thickness of
1/8 ene-eighth inch (3.2 mm).

Thorium contained in finished optical lenses, provided that each lens does not contain more than 30 percent by

weight of thorium by weight, and that the exemption contained in this item does not shal-net-be-deemed-to authorize

either

a. Thethe shaping, grinding, or polishing of athoriated sueh lens or manufacturing processes other than the assem-
bly of athoriated |ens suehtens into optical systems and devices without any alteration of the lens, or

b. Thethereceipt, possession, use, or transfer of thorium contained in contact lenses, er-n spectacles, or in the eye-
pieces of i binoculars or other optical instruments;

Uranium contained in detector heads of fer-usein fire detection units, provided that each detector head contains not

more than 5 nanocuries (185 Bq) of uranium; or

Thorium contained in any finished aircraft engine part containing nickel-thoria alloy, provided that:

a. Thethethoriumisdispersed in the nickel-thoria aloy in the form of finely divided thoria (thorium dioxide), and

b. The thorium content in the nickel-thoria alloy does not exceed 4 percent by weight.

D. Thethe exemptionsin subsection (C) R12-1-362.C. do not authorize the manufacture of any of the products described.

R42-1-304 R12-1-303. Radioactive Material Other than Source Material;; Exemptions
A. Exempt concentrations

1

Except as provided in R12-1-303.A-2 subsection (A)(2) ., aany person is exempt from this Article if the te-the-extent
that-sdeh person receives, possesses, uses, transfers or acquires products or materials containing radioactive material
in concentrations not in excess of those listed in Exhibit Scheddle A.

A Ne person may shall not introduce radioactive materia into a product or material knowing or having reason to
believe that it will be transferred to persons exempt under R12-1-363:-A-1. subsection (A)(1) or equivalent Regula-
tions of the U.S. Nuclear Regulatory Commission NRE or any Agreement State or Licensing State, except in accor-
dance with a specific license issued under R12-1-311(A) pursdantte-RI2-1-311A- or athe general license prescribed

provided in R12-1-320.

B. Exemptitems

1

. Except for persons who apply radioactive material to, or persons who
incorporate radioactive material into the following products, a ary person is exempt from this Chapter to the extent
that the person receives, possesses, uses, transfers or acquires the following products:

a. Timepieces, er hands, or dials containing not more than the following specified quantities of material and not
exceeding the following specified levels of radiation:

i. 925 MBg (25 millicuries){925-M-Bg) of tritium per timepiece,

ii. 185 MBg (5 millicuries){185-M-Bg)} of tritium per hand,
iii. 555 MBg (15 millicuries){555-M-Be} of tritium per dia (bezelswhen-dsed are shalHbe considered as part of

thedial),

iv. 3.7 MBq (100 microcuries){3#M-B¢g} of promethium-147 per watch or 7.4 MBq (200 microcuries){#4-M
Bqg) of promethium-147 per any other timepiece,

V. 740 kBqg (20 microcuries){+r40-k-Bg) of promethium 147 per watch hand or 1.48 MBq (40 microcuries)
(—1—48-M—Be|) of promethium-147 per other timepiece hand,

vi. 2.22.MBq (60 microcuries){222-M-Bg} of promethlum 147 per watch dial or 4.44 MBq (120 microcuries)
{4-44-M-Bg) of promethium-147 per other timepiece dial (bezels whenused are shal-l—be considered as part
of the dial),

vii. The levels of radiation from hands and dials containing promethium-147 shall wiH not exceed, when mea-
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sured through 50 milligrams per square centimeter of absorber:
D For wrist watches, 1.0 yGy 0.1 millirad) per hour-6-4-Gyfhgt 10 centimeters from any surface
of the watch
(2) For pocket watches, 1.0 uGQy.1 millirad) per how3-0-0-Gyht 1 centimeter from any surface,
3) For any other timepiece, 2.0 uQ¥Z millirad) per howr2:6-4-Gyfhrat 10 centimeters from any
surface,
viii. 37 kBq (1©nremicrocurie}37k-Bg)of radium-226 in time pieces manufactured prior to October 1, 1978;
b. Lock illuminators containing not more than 555 MB§& illicuries{555-M-Bg)of tritium or not more than 74
MBq (2 millicuries) {#4-M-Bg} of promethium-147 installed in automobile locks. The levels of radiation from
each lock illuminator containing promethium-147 skall not exceed 10 uGy (millirad) per hour38-4-Gy#hr)
at 1 centimeter from any surface when measured through 50 milligrams per square centimeter of absorber;
c. Balances of precision containing not more than 37 Mbanillicurie) 37M-Beq) of tritium per balance or not
more than 18.5 MBgX5 millicurie38-5-M-Bg)of tritium per balance part;
d. Automobile shift quadrants containing not more than 925 MBqillicuries{925-MBg) of tritium;
e. Marine compasses containing not more than 27.75 @&y rhillicuries){27+#5-G-Bq)of tritium gas and other
marine navigational instruments containing not more than 9.25 ByMillicuries}9-25-G-Bg)of tritium gas;
f. Thermostat dials and pointers containing not more than 925 E®millicuries}925-MBe)of tritium per ther-
mostat;
g. Electron tubes: Provided that each tube does not contain more than 1 of the following specified quantities of
radioactive material:
i. 5.55 GBq (50 millicuries{5:55-G-Bq)of tritium per microwave receiver protector tube or 370 MB@; (
millicuriesH370-M-Bg)of tritium per any other electron tube;

ii. 37 kBqg (1 microcurie}37kBeg)of cobalt 60;

iii. 185 kBq (5 microcuries185-k-Bg)of nickel 63;

iv. 1.11 MBg B0 microcuriesy:23+-M-Bg)of krypton 85;
v. 185 kBg b microcuries¥385-kBg)of cesium 137;

vi. 1.11 MBq B0 microcuriesf3-1+-MBeg)of promethium-147;
And provided further, that the level of radiation due to radioactive material contained in each electron tube does

not exceed 10 uGy (millirad) per hour¥8-u-Gy)at 1 centimeter from any surface when measured through
7 milligrams per square centimeter of absorber. The term "electron tubes" includes spark gap tubes, power
tubes, gas tubes, including glow lamps, receiving tubes, microwave tubes, indicator tubes, pick-up tubes,
radiation detection tubes, and any other completely sealed tube that is designed to conduct or control electri-
cal current.
h. lonizing radiation measuring instruments containing, for purposes of internal calibration or standardization, 1 or

more sources of radioactive material provided that:

i. Each source contains no more than 1 exempt quantity set forth in ExligituteB of this Article, and

ii. Each instrument contains no more than 10 exempt quantities. For the purposes of this Paragraph, an instru-
ment's source or sources may contain either 1 type or different types of radionuclide and an individual
exempt quantity may be composed of fractional parts of 1 or more of the exempt quantities irSEkkeibit
dle B of this Article provided the sum of the fractions Hatsum-of such-fractions-shatit exceed unity.

iii. For the purposes ofthisubsection (B)(1)(Hparagraplonly, 185 kBqg $0 nanocurieX385-Bg)of ameri-
cium-241 is considered an exempt quantity under ExBitlitedweB of this Article

iv. Spark gap irradiators containing not more than 37 KBupicrocurie)}37k-Bg)of cobalt-60 per spark gap
irradiator for use in electrically ignited fuel oil burners having a firing rate of at least 3 gallons per hour (11.4

liters/hr or 0.0114 rihr).

2. Resins containing scandium-46 and designed for sand consolidation in oil waHs. gerson is exempt from this
Chapter_if theto-the-extent-that-sugherson receives, possesses, uses, transfers or acquires synthetic plastic resins
containing scandium 46 which are designed for sand consolidation in oil wells. The deSerbedsins shall be
have-beemanufactured or imported according teraecerdance-with specific license issued by the U.S. Nuclear
Regulatory Commission, or shall beve-beemanufactured according ip-accerdanece-witthe specifications con-
tained in a specific license issued by the Agency or any Agreement State to the manufacturer of the sigsgtribed
resins_according tpurstanttdicensing requirements equivalent to those in 10 CFR 32.16 and 10 CFR 32.17 of the

u.s. SeeHens%H@—and%Q—H—er—L@—GFR—P&ﬁ%Q—ef—the—Reg&laﬂens Niithear Regulatory Commission. This

exemption does not authorize the manufacture of any resins containing scandium-46.
3. Self- Iumlnous products

i -EATept for persons who manufacture, pro-
cess, or produce self- Iumlnous products contalnmg trltlum krypton -85, or promethlumam#pexson is exempt from

this Chapter_if thae-the-extent-that-sugberson receives, possesses, uses, transfers or acquires tritium, krypton-85 or
promethium-147 in self-luminous products manufactured, processed, produced, imported, or transferred-ander-a
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danee-with-a specific license issued by the U.S. Nuclear Regulatory Commission and described in pursuant-te-Seetion
3222 of 10 CFR Part 32.22, and the whieh license authorizes the transfer of the productsto 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.

4,

b. A Radium-226-Any person is exempt from this Chapter if the te-the-extent-that-sueh person receives, possesses,
uses, or transfers articles containing less than 3.7 kBg (100 nanocuries){3-+k-Bg} of radium-226, which-were
manufactured prior to October 1, 1978.

Gas and aerosol detectors containing radioactive material

a. Except for persons who manufacture, process, or produce gas and aerosol detectors containing radioactive mate-
rial, aany person is exempt from this Chapter if the to-the-extentthat-sueh person receives, possesses, uses, trans-
fers, 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 have-been manufactured,
imported, or transferred according to a ir-aceerdaneewith-a specific license issued by the U.S. Nuclear Regula-
tory Commission and described in pursuantte-Section-32-26-of 10 CFR Part 32.26, or equivalent regulations of
an Agreement or Licensing State, and the license whieh authorizes the transfer of the detectors to persons who
are exempt from regulatory requirements.

b. Gasand aerosol detectors previously manufactured and distributed to general licensees in accordance with a spe-
cific license issued by an Agreement State are shaH-be-considered exempt under R12-1-303-B-4-a subsection
(B)(4)(a), provided that the device is labeled in accordance with the specific license authorizing distribution of
the general licensed device, and previded-further that the detectors they meet the requirements of R12-1-311:(C).

C. Exempt quantities

1

Except as provided in R32-1-303.C:2-and-3: subsections (C)(2) and (3) , aany person is exempt from these rules if
the Regulations-to-the-extent-that-sueh person receives, possesses, uses, transfers or acqu|r$ radioactive material in
individual quantities each of which does not exceed the applicable quantity set forth in Exhibit Schedule B of this
Article.

This subsection Subseetion-R12-1-303:C: does not authorize the production, packaging, or repackaging of radioactive
material for purposes of commercia distribution, or the incorporation of radioactive materia into products intended
for commercial distribution.

Except as specified in this subsection, a Ne person say shall not, for purposes of commercia distribution, transfer
radioactive material intheindividual quantities set forth in Exhibit Sehedudle B of this Article, knowing or having rea-
son to believe the described that-sueh quantities of radioactive material will be transferred to persons exempt under
R12-1-303.C. subsection (C) or equivalent Regulations of the U.S. Nuclear Regulatory Commission or any Agree-
ment State or Licensing State. A person may transfer radioactive material for commercial distribution under a —
exeept-in-aceordanee-with-a specific license issued by the U.S. Nuclear Regulatory Commission under qusuant—te
Seetion-32-18-of 10 CFR Part 32.18, or by the Agency according to pursdantte R12-1-311-(B-) which license states
that the radioactive material may be transferred by the licensee to persons exempt under R12-1-303:C- this subsection
or the equivalent Regulations of the U.S. Nuclear Regulatory Commission or any Agreement State or Licensing State.

RA2-1-305 R12-1-304. FypesofticeneesLicense Types
Licenses for radioactive materials are of 2 twe types: general and specific.

1

For ageneral license, no application is required and no licensing document isissued. The Agency may reguire that a
person file a certificate for a particular general license. The licensee is subject to all other applicable portions of this

Chapter and anv Ilmltatlons of the qeneral Ilcense Gen&al%ensaprewele@mﬂ%s#ﬂeleareeﬁee@wew&heu{—the

For aspecmc I|cense aperson submits an appl ication to the Aqencv The Aqencv issues alicense if the person satis-

fies all of the requirements for alicense. The Ilcensee is sublect to al appllcable Dort|ons of this ChaDter and anv
limitations conta| ned in the I|cenS| ng document n-a) !

R42-1-306 R12-1-305. General License Leenses --Source M aterial

A. This subsection establishesa A general license is-hereby-issted authorizing use and transfer of not more than 6.8 kg (15
pounds){6-8-kg} of source material at any 1 time, for use-Ha research, development, educational, commercial or opera-
tional purposes, by persons in the following categories: commercia and industrial firms, research, educational and medi-
cal institutions, and State and local government agencies; and provided that the person proceeding under ;—that-re-sueh
person-shat—pursdant-to this general license, receives reeceive no more than atetal-of 68.2 kg (150 pounds){68-2-kg)} of

source material in any 1 calendar year.
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B. Persons who receive, possess, use, or transfer source material under pursuant-te the general license issued in R12-1-
305-A- subsection (A) are exempt from the provisions of 12 A.A.C. 1, Article 4 and Article 10, ef-this-Chapter provided
the te-the-extent-that-sueh receipt, possession, use, or transfer is W|th|n the terms of the sueh general I|cense prev-reled—
however, this exemption does not apply to any person -tha 2Ry
son who is also in possession of source material under aspecmc Ilcense |ssued under purwant—te thlsArtche part

C. Depleted uranium inindustrial products and devices.

1. This subsectlon establlshes aA general license rshereby—rssaed to receive, acqurre PpOSsess, use or transfer, ir-aceer-
o - depleted uranium contained in industrial products or
devicesfor the purpose of providing aconcentrated massin asmall volume of the product or device.

2. The general license in R12-1-305.C-%: subsection (C)(1) applies only to industrial products or devices which have
been manufactured under a either-in-aceerdance with-a-specific license governed by issued-tothe- manufacturer-of- the
products-or-devices—pursuantto R12-1-311-(M-), or Hr-aceerdaneewith a specific license issued to-the-manufacturer
by the U.S. Nuclear Regulatory Commission or an Agreement State authorizing which-autherizes manufacture of the
products or devices for distribution to persons generally licensed by the U.S. Nuclear Regulatory Commission or an
Agreement State.

3. Depleted uranium

a. Personswho receive, acquire, possess, or use depleted uranium under pursuant-to the general license established
by R12-1-305.C. subsection (C)(1) shall file ARRA 23 13 "Registration Certificate -- Use of Depleted Ura-
nium Under General License", with the Agency. The form, requesting the information in Exhibit E, shall be sub-
mitted within 30 days after the 1st receipt or acquisition of the sueh depleted uranium. The general licensee
registration shall furnish on ARRA 23 ARRA-13 the following information.

i. Name, telephone number, Rame and address of the general licensee registrant;
ii. Location of use;

establish physical control over the depleted uranium described in R32-1-3065.C:% subsection (C)(1) and
designed to prevent transfer of the sueh depleted uranium in any form, including metal scrap, to persons not
authorized to receive the depleted uranium; and
iv.ii= Name name or title (or both), address, and telephone number of the individua duly authorized to act for
and on behalf of the registrant in supervising the procedures identified in R12-1-305:C-3-a:# subsection
(C)(3)(a)(ii).

b. The genera licensee registrant possessing or using depleted uranium under the general license established by
R42-1-305-C-1- subsection (C)(1) shall report in Wr|t| ing to the Agency any changes in mformatlon r|g| nally fur-
nished on by-hirm ARRA 23 ' .
The report shall be submitted within 30 days after the effectlve date of the deﬂ:rlbed sueh change

4. A person who receives, acquires, possesses, or uses depleted uranium under parsaant-te the general license estab-

lished by-R32-1-305:C-% subsection (C)(1):

a.  Shall not introduce the sueh depleted uranium, in any form, into a chemical, physical, or metallurgical treatment
or process, except a treatment or process for repair or restoration of any plating or other covering of the depleted
uranium;

b. Shall not abandon the sueh depleted uranium;

c. Shal transfer theer—eh-spese—ef—weh depleted uranium as prescribed in R12-1-318. enl-y—lay—transfer—m—aeeer—

If the transferee receives the depleted uranium under
pursuant-to the general license eﬂabllshed by R12-1-305-C-1- subsection (C)(1) , the transferor shall furnish the
transferee with a copy of this rule regutation and a copy of the registration certificate. ARRA—13—+rthecase
where If the transferee receives the depleted uranium under pursuant-te a general license governed by a requla
tion of eentainedn the U.S. Nuclear Regulatory Commission's or Agreement State State'sregdtation that is
equivalent to R32-1-365:C-% subsection (C)(1), the transferor shall furnish the transferee a copy of this rule reg-
dhatien and a copy of the registration certificate ARRA-L3, accompanied by a letter rete explaining that use of
the product or device is regulated by the U.S. Nuclear Regulatory Commission or Agreement State under
requirements substantially similar to the-same-as those in this rule regulation;

d. Within 30 days of any transfer, shall report in writing to the Agency the name and address of the person receiving
the depl eted uranium pursuantte-sueh-transfer; and

e. Shall not export the sueh depleted uranium except under H-aecerdance-with a license issued by the U.S. Nuclear
Regulatory Commission in pursdantte 10 CFR Part 110.

5. Any person receiving, acquiring, possessing, using, or transferring depleted uranium according to pursuant-te the

general license established by R12-1-305.C-1. subsection (C)(1) is exempt from the requirements of 12 A.A.C. 1

Articles 4 and 10 ef-these-Regulations with respect to the depleted uranium covered by that general license.
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RA2-1-307 R12-1-306. General License Heenses-- Radioactive Material Other Than Source Material

A. This subsection establishes a Certain-devices-and-eguipment—A general license istssded to transfer, receive, acquire, pos-
sess, and use radioactive material incorporated in the following devices or equipment which have been manufactured,
tested and |abeled by the manufacturer according to #r-aecerdance-with a specific license issued to the manufacturer by
the U.S. Nuclear Regulatory Commission under 10 CFR 31.3 pursdant-te-Section-31+3-of 10-CFR-Part-31. This genera
license is subject to the provisions of 12 A.A.C. 1, Articles 1, 4, 10 and 12; ef-this-Chapter-and-sections Sections R12-1-
303-A-2(A)(2), R12-1-313, R12-1-318, R12-1-319, and R12-1-321; —of-this-Article and A.R.S. 8§ 30-654(B)(136-

654.B-13 30-657(A) and (BB6-65+A-and-B30-681, and 30-685 through 30-689-6f-the.Act

1. Static elimination device. Devices designed for use as static eliminators which contain, as a sealed source or sources,
radioactive material consisting of a total of not more than 18.5 MBQ hicrocuries}t8-5-M-Bg)of polonium-210
per device.

2. lon generating tube. Devices designed for ionization of air which contain, as a sealed source or sources, radioactive

material consisting of a total of not more than 18.5 MB#p(microcuries}8-5-M-Bg)of polonium-210 per device
or a total of not more than 1.85 GBsp(millicuries{1-86-G-Bg)of hydrogen-3 (tritium) per device.

B. Certain measuring, gauging or controlling devices

1.

This subsection establishes a general licensé-fgeneraHicense-is—hereby-issuedctimmercial and industrial

firms; and-toresearch, educational and medical institutioimstividuals_for conductingn-the-cenduct-of-theibusi-

ness; and State or local government agencies to receive, acquire, possess, use or transfer radioactive material accord-

ing to inacecordance-withhe provisions ofR12-1-366-B-2—3—andsdibsections (B)(2), (3), and (4pdieactive

material, excluding special nuclear material, contained in devices designed and manufactured for the purpose of

detecting, measuring, gauging or controlling thickness, density, level, interface location, radiation, leakage, or quali-

tative or quantitative chemical composition, or for producing light or an ionized atmosphere.

The general license in-R12-1-306-Bslibsection (B)(1papplies only to radioactive material contained in devices

which have been manufactured and labeled accordmrg&eee#daneewﬁh%mpeuflcanons contained in a specific

license issued by the Agency ungersuanttdR12-1-311B(D) or in accordance with the specifications contained

in a specific license issued by the U.S. Nuclear Regulatory Commission or an Agreement State which authorizes dis-

tribution of devices to persons generally licensed by the NRC Ageement State. Regulations promulgalader

the Federal Food, Drug, and Cosmetic Amthorlzmg the use of radioactive control devices in food production

require certain additional labeling prescribed in 21 CFR 17%h2teon-which-isfoundin-Section 17921 efthe Code

of Federal Regulations,Fitle-21

Any person who owns, receives, acquires, possesses, uses, or transfers radioactive material in a device according tc

putsuanttdhe general license in-R12-1-306-Bslibsection (B)(1)

a. Shallshallassure that all labels aaffixed to the device at the time of receipt, eapkibearing a statement that
removal of the label is prohibited, maintain the laketsmaintainedn the devicéhereerand-shalcomply with
all instructions and precautions provideddiythesuehlabels;

b. Shallshallassure that the device is tested for leakage of radioactive material and proper operation of the actua-
tion en-off mechanism and indicator, if any, at no longer than 6-month intervals or the intgrgalsh-other
intervals-as-arepecified orin the label; however;

i. Devicesdevieescontaining only krypton need not be tested for leakage of radioactive material, and
ii. Devicesdevicescontaining only tritium or not more than 3.7 MBIPQ microcuries{3-7M-Bg) of other
beta orand%ergamma em|tt|ng matenal or 370 kBIp( mlcrocurles{%JG—lqu)of alpha emlttmg material;

and and-de held Oras ofig hipping-co DrOrte alation—need not be
tested—fer—any—pu%pese

iii. Devices held in storage in the original shipping container prior to initial installation need not be tested for
any purpose,

c. Shallshallassure that the tests required-by-R12-1-306-BsBlisection (B)(3)(band other testing, installation,
servicing, and removal from installation involving shielding, containme#t@radioactive_materiakraterials,
ts-shielding-orcontainmentyre performed:

i. According toin-aceerdance-witthe instructions on any labpievided-by-the-labelor
ii. By by a person holding a specific license from the Agency, the NRC, or an Agreement State or Licensing
State to perform the specifisgiehactivities;

d. Shall shall maintain records showing compliance with the requirements—ef-R12-1-306.Bubhbections
(B)(3)(b) and (c)anrd-R12-1-366-B-3.d he records shall show the results of tests. The records also shall show
the dates of performance of, and the names of persons performing, testing, installation, servicing, and removal or
other work concerning shielding, containment, or radioactive matkged-installation-concerning-theradioac-
tive-material-its-shielding-or-containmeRtecords of tests for leakage of radioactive material requweel—by R12-
1—30&8%—bsubsectlon(8)(3)(b$hall be maintained for 1 year after the next required leak test is performed or
until the sealed source_is disposed ofransferred-er-dispoesed.d®ecords of tests of the actuatsreff mecha-
nism and indicator required by-R32-1-306-B-Zbbsection (B)(3)(b)shall be maintained for 1 year after the
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next required test of the actuator enfeff mechanism and indicator is performed or until the sealed source is dis-

posed of or transferred erdispesed-of. Records which are required by R12-1-306:B-3.¢. subsection (B)(3)(c)

shall be maintained for aperiod-of 2 years from the date of the recorded event or until the device is disposed of or

transferred er-disposed-of;

e. Upon upentheeecedrrenceef-afailure ef or damagete, or any indication of a possible failure ef or damage of te;
the shielding of theradioactive-material or the actuation en-eff mechanism or indicator, or upon the detection of

185 Bqg (5 nanocurie){185-Bg)} or more removable radioactive material, shall immediately suspend operation of
the device until it has been repaired by the manufacturer or other person holding a specific license from the

Agency, the NRC or an Agreement State or Licensing State to repair the device sueh-deviees, or disposed of by

transfer to a person authorized by a specific license to receive the radioactive material contained in the device

and, within 30 days, furnish to the Agency a report containing a brief description of the event and the remedial
action taken;

f.  Shall shall not abandon the device containing radioactive material;

g. Except exeept as provided in R12-1-306:B-3:h: subsection (B)(3)(h), shall transfer or dispose of the device con-
taining radioactive material only by transfer to a specific licensee of the Agency, the NRC, or an Agreement State
or L|cens ng State Whose specific license authorizes the receipt of the device and, within 30 days after transfer ef

furnish te-the-Ageney areport to the Agency identifying eontaining-tdentiH-
eatten-of the device by manufacturer's name and model number and the name and address of the person receiv-

ing the device. No report is required if the device is transferred to the specific licensee in order to obtain a

replacement device;

h. Shall shalt transfer the device to another general licensee only:

i. If where the device remains in use at a particular location. The Hr-sueh-ease-the transferor shall give the
transferee a copy of this rule Regulation and any safety documents identified on in the label of en the device
and within 30 days after ef the transfer, report to the Agency the manufacturer’s name, the and-model num-
ber of the device transferred, and the name and address of the transferee and the name or posmon or both of
acontact person for the Agency a : - -
thetransferee; or

ii. Where where the device is held in storage in the original shipping container at its intended location of use
prior to initial use by ageneral licensee;

i+. Shall shalt comply with the provisions of R12-1-423 R12-1-443 and R12-1-444 for reporting radiation incidents,

theft, or loss of licensed material, but is shal-be exempt from the other requirements of 12 A.A.C. 1, Articles 4
and 10.

4. The general license in R12-1-306-B-1. subsection (B)(1) does not authorize the manufacture of devices containing
radioactive material.

5. The generdl license provided in R12-1-306:B-1- subsection (B)(1) is subject to the provisions of 12 A.A.C. 1, Arti-
cles 1, 3, 12, and 15-of thisChapter, and A.R.S.88 30-654(B)(139-654-B-1330-657 (A) and (BB6-657-A-and B
30-681, and 30-685 through 30-689-efthe.Act

C. Luminous safety devices for aircraft
1. This subsection establisheg-aeneral license for the receipt, acquisition, possession, and msleeeéby—iseued-to

receiveacquirepossess;-andiisiem or promethium-147 contained in luminous safety devices for use in aircraft,

provided:

a. Eacheaehdevice contains not more than 370 GRQ €uries)376-G-Bg)of tritium or 11.1 GBg 300 millicur-
iesH11-1-GBg)of promethium-147; and

b. Eacheachdevice has been manufactured, assembled or imported accordingrtacaordance-with apecific
license issued by the U.S. Nuclear Regulatory Commission, or each device has been manufactured or assembled
according ton-accerdanee-witlthe specifications contained in a specific license issued by the Agency or any
Agreement State or Licensing State to the manufacturer or assemblesetiidevice_according tpursuantto
licensing requirements equivalent to those in 10 CFR 32c88on-32.53-6f 10-CFR-32ofthe Regulations-of the
U-S—NuclearRegulatory-Commission

2. Persons who receive, acquire, possess, or use luminous safety devices accpeasypta-tdhe general license in
R12-1-306-CAsubsection (C)(1)are exempt from the requirements of 12 A.A.CAticle 4 and Article 10 except
that they shall comply with the provisions-ef4R32-1-443 and R12-1-444

3. This general license does not authorize the manufacture, assembly, or repair of luminous safety devices containing
tritium or promethium-147.

4. This general license does not authorize the ownership, receipt, acquisition, possession or use of radioactive materials
contained in instrument dials.

5. This general license is subject to the provisions of 12 A.AAGtitles 1, 3, 12, and 15-efthis-Chaptend A.R.S.8
30-654(B)(13), 30-657(A), 30-657(E0-654-B-13-30-657-A,-30-657.B0-681, and 30-685 through 30-689-of the
Aet.
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D. Cadlibration and reference sources

1.

6.

This subsection establishes a A general license for is-hereby-issuedto those persons listed below to receive, acquire,

possess, use, and transfer, according to in-aceerdance with the provisions of R12-1-306.B-4--and-5- subsections (D)(4)

and (5), americium-241 in the form of calibration or reference sources:

a.  Any person who holds a specific license issued by the Agency which authorizes the receipt, possession, use and
transfer of radioactive material; and

b. Any person who holds a specific license issued by the U.S. Nuclear Regulatory Commission which authorizes
the receipt, possession, use and transfer of special nuclear material.

This subsection establishes a A general license for_ownership, receipt, possession, use and transfer of +&heﬁeby

ssued-to-own,receive,pessess-use-and-transfer plutonium in the form of calibration or reference sources, in-aecer-

daneew&h%heprevmq&ef—%}i—%%%nd% to any person who holds a specific license issued by the Agency

authorizing receipt, possession whieh-adtherizes-himtoreeeivepossess, use, and transfer of radioactive material.
This subsection establishes a A general license ishereby-issded to receive, possess, use and transfer radium-226 in the
form of calibration or reference sources, mﬂaeeerdaneewrth%heprewsen&ef—%}i—%%%and% to any person
who holds a specific license issued by the Agency authorizing which-autherizes the receipt, possession, use and trans-
fer of radioactive material.
The general licenses in R12-1-306:B-12-and-3: subsections (D)(1), (2), and (3) apply enby to calibration or refer-
ence sources which have been manufactured according to in-aceerdanee-with the specifications contained in a spe-
cific license issued to the manufacturer or importer of the sources by the U.S. Nuclear Regulatory Commission in
pursuant-to-Section-32.57-6f 10 CFR Part 32,57 or Seetion70-39-6f-10 CFR Part-70.39. The general licenses also
apply to calibration or reference sources of which have been manufactured according to ir-aceordanee with the spec-
ifications contained in a specific license issued to the manufacturer by the Agency or any Agreement State or Licens-
ing State according to pursuant-te licensing requirements equwal ent to those contal ned in SeeHen—SQ—S?—ef 10CFR

Part 32.57 or Seetion-70-39-6f 10 CFR Part 70.39. '

The general licenses provided in R12-1-306.B-12-and-3: Subsectlons ( D)( 1) (2) and (3) are subject to the prow
sions of 12 A.A.C. 1, Articles 1, 3, 4, 10, 12, and 15 ef-this-Chapter and A.R.S. 8830-654(B)(13), 30-657(A), 30-
657(B) 36-654-B-13,-30-6574-A30-657,.B0-681, and 30-685 through 30-689-efthe.Actaddition, persons who
own, receive, acquire, possess, use, or transfer 1 or more calibration or reference_sources acpeardimntio

these general licenses:

a. Shallshallnot possess at any 1 time, at any location of storage or use, more than 185maw¢ur|esX—]:85—k
Bg) of americium-241,-5-ierocuries pfutonium_orand-5-microedries{185-k-Bg) oddium-226 in calibration
or referencesalibration-and-sucbources;

b. Shallshallnot receive, possess, use, or transfer a calibration or refeseeltsource unless the source, or the
storage container, bears a label which includestheofollowing_statementstatermenbr a substantially similar
statement which contains the information called for in 1 of the following statements;-as-appropriate

i. The receipt, possession, use and transfer of this source, Model , Serial No. , are subject to a gen-

eral license and the regulations of the U.S. Nuclear Regulatory Comm|SS|on or of a State with which the
Commission has entered into an agreement for the exercise of regulatory authority. Do not remove this label.
CAUTION -- RADIOACTIVE MATERIAL -- THIS SOURCE CONTAINS (name of the appropriate mate-

rial) -- DO NOT TOUCH RADIOACTIVE PORTION OF THIS SOURCE.

Name of manufacturer or importer
ii. The receipt, possession, use and transfer of this source, Model , Serial No. , are subject to a gen-
eral license and the regulations of any Licensing State. Do not remove this label.
CAUTION -- RADIOACTIVE MATERIAL -- THIS SOURCE CONTAINS RADIUM-226. DO NOT
TOUCH RADIOACTIVE PORTION OF THIS SOURCE.

Name of manufacturer or importer

c. Shallshallnot transfer, abandon, or dispose of a calibration or refemsmtesource except by transfer to a per-
son authorized by a license from the Agency, the U.S. Nuclear Regulatory Commission, an Agreement State or a
Licensing State to receive the source;

d. Shallshallstore_a calibration or referensaehsource, except when the source is being used, in a closed con-
tainer adequately designed and constructed to contain americium-241, plutonium, or radium-226 which might
otherwise escape during storage; and

e. Shallshallnot use a calibration or referensgehsource for any purpose other than the calibration of radiation
detectors or the standardization of other sources.

These general licenses do not authorize the manufacture of calibration or reference sources containing americium-

241, plutoniumpr radium-226.

E. Medical diagnostic uses
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Receipt, possession, use, transfer, ownership or acquisition of carbon-14 urea capsules containing 1 microcurie of carbon-14

urea for “in vivo” human diagnostic use:

1.

o

|

I~

Except as provided in subsections (E)(2) and (3), a physician is exempt from the requirements for a specific license
provided that each carbon-14 urea capsule for “in vivo” diagnostic use contains no more than 1 microcurie.

Any physician who desires to use the capsules for research involving human subjects shall obtain a specific license
issued according to the specific licensing requirements in this Article.

Any physician who desires to manufacture, prepare, process, produce, package, repackage, or transfer for commercial
distribution carbon-14 urea capsules shall obtain a specific license from the Agency, issued according to the require-
ments in 10 CFR 32, 1998 Edition, published January 1, 1998, incorporated by reference and on file with the Agency
and the Office of Secretary of State. This incorporation by reference contains no future editions or amendments.
Nothing in this subsection relieves physicians from complying with applicable FDA and other federal and state
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F. Genera licensefor use of radioactive material for certain in vitro clinical or laboratory testing

1. This subsection establishes a A general license for is—hereby-tssued-te any physician, clinical laboratory or hospital
to receive, acquire, possess, transfer or use, for any of the following stated tests, ir-aceerdanee-with-the-provisions-of
R12-1-306-F-25-3+4--55and-6 the fol lowing radioactive materials in prepackaged units:

a. lodine-125, in units not exceeding 370 kBg (10 microcuries){(376-k-Bg} each for use in in vitro in-vitre-clinical
or laboratory tests not involving internal or external administration of radioactive material, or the radiation from
such material-therefrom, to human beings or animals.

b. lodine-131, in units not exceeding 370 kBg (10 microcuries){376-k-Bqg)} each for use in in vitro in-vitre clinical
or laboratory tests not involving internal or external administration of radioactive material, or the radiation from
such material therefrom, to human beings or animals.

c. Carbon-14, in units not exceeding 370 kBq (10 microcuries){370-k-Bg) each for usein in vitro r-vitre clinical or
laboratory tests not involving internal or external administration of radioactive material, or the radiation from
such material therefrom, to human beings or animals.

d. Hydrogen-3 (tritium), in units not exceeding 1.85 MBq (50 microcuries){(+85-M-B¢g)} each for use in in vitro -
vitro clinical or laboratory tests not involving internal or external administration of radioactive material, or the
radiation from such material therefrem, to human beings or animals.

e. lron-59, in units not exceeding 740 kBq (20 microcuries)-{746-k-Bg} each for use in in vitro #-vitre clinica or
laboratory tests not involving internal or external administration of radioactive material, or the radiation from
such material therefrom, to human beings or animals.

f.  Cobalt-57, in units not exceeding 370 kBq (10 microcuries){376-kBg) each for usein invitro #-vitre clinical or
laboratory tests not involving internal or external administration of radioactive material, or the radiation from
such material therefrom, to human beings or animals.

g- Mock iodine-125 reference or calibration sources, in units not exceeding 1.85 kBg (50 nanocurie)-{3-85-k-Bg} of
iodine-129 and 185 Bq (5 nanocurie){185-B¢) of americium-241 each, for use in in vitro ir-vitre clinical or lab-
oratory tests not involving internal or external administration of radioactive material, or the radiation from such
material therefrem, to human beings or animals.

2. A Neperson shall not acquire, receive, possess, use or transfer radioactive material according to pursdant-te the gen-
eral license established by R32-1-306-~% subsection (F)(1) until the person has filed ARRA-9, "Certificate -- In
Vitro Testing with Radioactive Material Under General License”, requesting the information listed in Exhibit E, with
the Agency and received #Fem+heAgeney avalidated copy of ARRA-9 which shows the assigned with certification
number es&gneel The phys cian, clinical Iaboratoryl or hospltal shall furnlsh on ARRA 9 the following informa-
tion: A o ~
a Name tel eDhone number and address of the phyS| cian, cllnlcal IaboratoryJ or hosp|tal and
b Fhelocation-of-use-and
b. e A statement that the physician, clinical laboratory, or hospital has appropriate radiation measuring instruments to

carry out in vitro clinical or laboratory tests with radioactive material and that tests as-autherized-underthe gen-
eraHieense i R12-1-306-F1-and-that-suehtests will be performed only by personnel competent to irthe use of
the appropriate instruments and handl e irthe-handling-of the radioactive material.

3. A person who receives, acquires, possesses or uses radioactive material according pursdant to the general license
established by R12-1-306-F1- subsection (F)(1) shall comply with the following:

a. Thegeneral licensee shall not possess at any 1 time, pursuant-to-the genera-Hicense inR12-1-306:F1. in storage
or use, atotal amount of iodine-125, iodine-131, iron-59, or andfer cobalt-57 in excess of 7.4 MBg (200 microcu-
ries), or Aer acquire or usein any 1 calendar month any more than ir-exeess-ef-atetal-ef 18.5 MBq (500 microcu-
ries) of these materials.

b. Thegenera licensee shall storethe radioactive material, until used, in the original shipping container or in acon-
tainer providing equivalent radiation protection.

c. Thegeneral licensee shall use the radioactive material only for the uses authorized by R2-1-306-—1 subsection
(AQ).

d. The general licensee shall not transfer the radioactive material to a person who is not authorized to receive it
according to pursdantto alicense issued by the Agency, the U.S. Nuclear Regulatory Commission, or any Agree-
ment State or Licensing State, or rer transfer the radioactive material in any manner other than in the unopened,
labeled shipping container as received from the supplier.

e. The genera licensee shall not dispose of the mock iodine-125 reference or calibration sources described above
except as authorized by R12-1-434 R12-1-416.

4. The general licensee shall not receive, acquire, possess, or use radioactive material according pursuant to R12-1-
3061 subsection (F)(1):
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a. Except as prepackaged units which are labeled according to ir-aecerdance-with the provisions of a specific
license issued by the U.S. Nuclear Regulatory Commission, or any Agreement State which authorizes the manu-
facture and distribution of iodine-125, iodine-131, carbon-14, hydrogen-3 (tritium), iron-59, cobalt-57, or mock
iodine-125 for distribution to persons generally licensed under R12-1-306-F subsection (F) or its equivalent fed-
erd law, and

b. Unless untess 1 of the following statements, or a substantially similar statement which contains the same infor-
mation eal-ted—fer—r—n—ene—ef—the—fe”ewmg—statements, appears on a label affixed to each prepackaged unit or
appears in aleaflet or brochure which accompanies the package:

i. Thisradioactive material may be acquired, received, possessed, and used only by physicians, clinical labora-
tories or hospitals and only for in vitro clinical or laboratory tests not involving internal or external adminis-
tration of the material, or the radiation from such material therefrom, to human beings or animals. The
acquisition, receipt, possession, use, and transfer are subject to the regulations and a general license of the
U.S. Nuclear Regulatory Commission or of a state with which the Commission has entered into an agree-
ment for the exercise of regulatory authority.

Name of manufacturer

ii. Thisradioactive material shall be acquired, received, possessed, and used only by physicians, clinical |abo-
ratories or hospitals and only for in vitro clinical or laboratory tests not involving internal or external admin-
istration of the material, or the radiation from such materia therefrom, to human beings or animals. The
receipt, acquisition, possession, use and transfer are subject to the regulations and a general license of a
Licensing State.

Name of manufacturer
5. A Fhe physician, clinical laboratory or hospital possessing or using radioactive material under the general licensein
ef—R%Z—i—SGGF% subsectron (A1) shaII report in er'[l ng to the Agency, any changesm the information furnished on
A the v , - ARRA-9. The report shall
be furnished W|th| n 30 days after the effectlve date of thesueh change
6. Any person using radioactive material according to pursuant-te the general license of R12-1-306-F1. subsection
(F)(2) is exempt from the requirements of 12 A.A.C. 1, Article 4 and Article 10 of-these-Regulations with respect to
radioactive material covered by that general license, except that persons using mock iodine-125 sources described in
- subsection (F)(1)(g) shall comply with the provisions of R12-1-434 R12-1-416, and R12-1-423
R12-1-443 and R12 1-444 of these rules Regulations.
7. For the purposes of subsection (F)-, alicensed veterinary care facility is considered shal-be-deemed-te-be a "clinica
laboratory".
G. Icedetection devices
1. This subsection establishes a A general license is-hereby-issded to receive, acquire, possess, use, and transfer stron-
tium-90 contained in ice detection devices, provided each device contains not more than 1.85 Mbq (50 pCi)s0
mieroeuries{1-85-M-Bqpf 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 has been manufactured according
to inaceerdance-witthe specifications contained in a specific license issued by the Agency or any Agreement State
to the manufacturer of theuehdevice_undepursyant-tdicensing requirements equivalent to those-in-Seetion-32.61
er 10 CFRParB2.61efthe Regulations-efthe NRC
2. Persons who receive, acquire, possess, use, or transfer strontium-90 contained in ice detection deviceptaecording
suantto the general license ir-R12-1-306-Gubsection (G)(1)
a. Shallshall upon occurrence of visually observable damage, such as a bend or crack or discoloration from over-
heating-te-the-devi¢eliscontinue use of the device until it has been inspected, tested for |eaicgepaired by
a person holding a specific license from the U.S. Nuclear Regulatory Commission or an Agreement State to man-
ufacture or service ice detectisaehdevices; or shall dispose of the device accorgiaguanto the provisions
of R12-1-416R12-1-434;
b. Shallshallassure that all labels affixed to the device at the time of receipt, and which bear a statement prohibit-
ing which-prehibitsremoval of the labels, are maintained on the detes®on and
c. Areareexempt from the requirements of 12 A.A.CAtticle 4 and Article 10except the users of ice detection
devicesthatsuch-persenshall comply with the provisions ef416-and-4R32-1-434, R12-1-443 and R12-1-
444,
3. No change.
4. This general license is subject to the provisions of 12 A.A.Brticles 1, 3, 12, and 15-efthis Chaptend A.R.S.

88 30-654(B). 30-657(A), 30-657(B30-654-B-13;-30-657-A;-30-65%.B0-681, and 30-685 through 30-689-of the
Aet.
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R121-308 R12-1-307. Repealed.

R—}24.—399 R12-1-308. Filing Application for Specific Licenses

A. An applicant Applieations for a specific license Heenses shall file befited-en an Agency application form. afermpre-
seribed-by-the-Ageney. The applicant Appheations shall prepare the application be-prepared in duplicate, 1 copy for tip-
Heatetwo-copiesshall-befiledwith the Agency and the other for shal-be-maintained-by the applicant.

No change.

Each application shall contain the information specified in Exhibit (E) of this Article and be signed by the applicant, er
licensee, or a person duly authorized to act for and-en-behalf-of the applicant or licensee.

An application for alicense may include areguest for alicense authorizing more than 1 activity authorized by R12-1-1302
In the his application, the applicant may incorporate by reference information contained in previous applications, state-
ments, or reports filed with the Agency, provided the saeh references are clear and specific.

The Agency shall make applications Appheations and documents submitted to the Agency may-be-made available for
public inspection, but exeept-that-the-Agenrey may withhold any document or part of a document thereof from public
inspection if disclosure of its content is not required in the public interest and would adversely affect the interest of a per-
son concerned.

RA21+ 210 R12-1-309. General Requirementsfor the I ssuance of Specific Licenses
A license application shall wiH be approved if the Agency determines that:

1. The the applicant is qualified by reason of training and experience to use the material in question for the purpose
requested, according to r-aceerdanee with these rules, in Regulationsin-sdeh a manner that will aste minimize dan-
ger to public health and safety or property;

2. The the applicant’s proposed equipment, facilities, and procedures are adequate to minimize danger to public health
and safety or property;

3. Thetheissuance of the license will not be inimical to the health and safety of the public;

4. Thethe applicant satisfies all any applicable specia requirements in R12-1-310, R12-1-311, and-R12-1-323: R12-1-
322, R12-1-323, 12 A.A.C. 1, Article5, 7, and 17; and

5. The the applicant demonstrates that a letter has been sent, return receipt requested, to the Mayor’s office of the city,
town, or, if not within an incorporated community, to the County Board of Supervisors of the county in which the
applicant proposes to operate, which describes:

a. Thethe nature of the proposed activity involving radioactive material;
b. Thethefacility, including use and storage areas.

m O Oo®

m

R—}Z—].—SH_R12-1-310. Special Requirements for |ssuance of Gertair Specific Broad Scope Licenses feRadieac-
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The Agency shall issue 3 three classes of acadermc and mdustnal broad scope licenses, and only a single class A

medical broad scope license.

1

A licenseisabroad scope class A licenseiif it:

a. Contains the exact wording "Any radioactive material with Atomic Number 3 through 83" or "Any radioactive
material with Atomic Number Numbers 84 through 92" in License Item 6, and

b. Containstheword "any" to authorize the chemical or physical form of the these materialsin License Item 7.

The license may authorize the radioactive materials in multi-curie quantities, and may authorize other radioactive
materials and forms in addition to those listed in subsection (A)(1)(a) the-abeve.

A broad scope class B license is any specific license which authorizes the possession and use of the radioactive mate-

rials specified in Exhibit C Sehedute B of 12 A.A.C. 1, Article 3 in any chemica or physical form and in quantities

determined as follows:

a. Thepossession limit, if only 1 radionuclide is possessed, is the quantity specified for that radionuclide in Exhibit
C Schedute B, Column 1, or
b. The possession limit for multiple radionuclides is determined as follows: The sum of the ratios for all radionu-
clides possessed under the license shall not exceed unity (1). The ratio for each radionuclide is determined b
dividing the quantltv Dossessed bv the anpllcable quant|tv |n Exhibit C, CoI umn I H-two-or-moreradionuchides

A broad scope class C license is any specific license authorizing the possession and use of the radioactive materials
specified in Exhibit C Sehedule b of 12 A.A.C. 1, Article 3 in any chemical or physical form and in quantities deter-
mined as follows:

a. Thepossession limit, if only 1 radionuclide is possessed, is the quantity specified for that radionuclide in Exhibit
C Schedute B, Column 11, or

b. The possession limit for multiple radionuclides is determined as follows: The sum of the ratios for all radionu-

clides possessed under the license shall not exceed unity (1). The ratio for each radionuclide is determined b
dividing the guantlty possessed by the applicable guantlty in Exhlblt C, Column I l-f—twe—er—meFe-FamenueHeI&s

B. The Agency shall approve:
41. Anapplication for aclass A broad scope license wit-be-approved if:

a. Thethe applicant satisfies the general requirements specified in R12-1-309; ;

b. Thethe applicant has engaged in areasonable number of activities involving the use of radioactive material. {For
purposes of this subsection, the requirement of "reasonable number of activities' can be satisfied by showing that
the applicant has 5 years of fiveyears experiencein the use of radioactive material. The Agency may accept less
Lessthan 5 years of fiveyears experience may-be-aceeptable if the applicant’s qualifications are deseribed-in-the
application-appear-te-be adequate for the scope of the proposed license; }; and

c. The the applicant has established administrative controls and provisions relating to organization, ang-manage-
ment, procedures, recordkeeping, material control, and accounting, and management review that are necessary to
assure safe operations, including:

i. Establishment the-establishment of a radiation safety committee composed of sueh-persens-as a radiation
safety officer, a representative of management, and persons trained and experienced in the safe use of radio-
active material; ;

ii. Appointment the-appeintment of a radiation safety officer who is qualified by training and experience in
radiation protection, and who is available for advice and assistance on radiation saf ety matters; ; and

iii. Establishment the-establishment of appropriate administrative procedures to assure:

4 Control eentrel of procurement and use of radioactive material; ;

&= Completion eompletion of safety evaluations of proposed uses of radioactive material which take into
consideration matters such sueh-matters as the adequacy of facilities and equipment, training and experience
of the user, ang-the operating or handling procedures; ; and

3 Review review, approval, and recording by the radiation safety committee of safety evaluations of
proposed uses prepared in accordance with RI2-1-310(GH4AHeHHD2) this subsection prior to use of the
radioactive material.

52. An application for a class B broad scope license wiH-be-approved if:

a. Thethe applicant satisfies the general requirements specified in R12-1-309; and
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b. The the applicant has established administrative controls and provisions relating to organization, ard manage-
ment, procedures, recordkeeping, material control, and accounting, and management review that are necessary to
assure safe operations, including:

i. Appointment the-appeintment of a radiation safety officer who is qualified by training and experience in
radiation protection, and whe-is available for advice and assistance on radiation safety matters; ; and

ii. Establishment the-establishment of appropriate administrative procedures to assure:
{4y Control eentrel of procurement and use of radioactive material; ;
{2y Completion eompletion of safety evaluations of proposed uses of radioactive material which take into
consideration matters such sueh-matters as the adequacy of facilities and equipment, training and experience
of the user, and the operating or ef handling procedures; ; and
{3} Review review, approval, and recording by the radiation safety officer of safety evaluations of proposed
uses prepared according to ir-aceerdance-with-RI2-1-310(CHEXBHIHHZ subsection (B)(2)(b)(ii) abeve
prior to use of the radioactive material.

63. Anapplication for a class C broad scope license wit-be-approved if:

a. Thethe applicant satisfies the general requirements specified in R12-1-309; ;

b. The the applicant submits a statement that radioactive material will be used only by, or under the direct supervi-
sion of, individuals who have received:

i. A acollege degree at the bachelor level, or equivalent training and experience, in the physical or biological
sciences or in engineering; ; and

ii. At atleast 40 hours of training and experience in the safe handling of radioactive material, anrd-n the charac-
teristics of ionizing radiation, units of radiatien dose and quantities, radiation detection instrumentation, and
biological hazards of exposure to radiation appropriate to the type and forms of radioactive material to be
used; ; and

c. The the applicant has established administrative controls and provisions relating to procurement of radioactive
material, procedures, recordkeeping, material control and accounting, and management review necessary to
assure safe operations.

7C. Unless specifically authorized, broad-scope licensees shall not:

il Conduct eenduet tracer studles in the envi ronment |nvoIV| ng di rect release of radioactive material; ;
#2. Acquire acgire, receive, possess, use, or transfer devices containing 3.7 petabecquerel (100,000 curies)(3-7petabee-
guerely or more of radioactive material in sealed sources used for irradiation of materials;

##3. Conduct eenduet activities for which a specific license is i ssued by-the- Ageney-isrequired under any-ether-Paragraph
ofR12-1-310-6r R12-1-311, and 12 A.A.C. 1, Articles5, 7, or 17; sreguired; or

v4. Add add or cause the addition of radioactive material to any food, beverage, cosmetic, drug, or other product
desr gned for mgeﬂlon or |nhal ation by, or appllcat|on to, ahuman ber ng

E ass 0ae al j Hi dioactive Radioactive
matenal poss&esed under the class B broad Scope Ilcense shall may only be used by, or under the d|rect supervision of,

R4 3212 R12-1-311. Special Requirementsfor a Specific License to Manufacture, Assemble, Repair, or Distrib-
ute Commodities, Products, or Devices Which Contain Radioactive M aterial
A. Licensing the introduction of radioactive material into products in exempt concentrations.
1. In addition to the requirements set forth in R12-1-309, aspecific license authorizing the introduction of radioactive
material into a product or material owned by or in the possession of the licensee or another, to be transferred to per-

sons exempt under R12-1-303(A)(1), shall be issued if: R12-1-303-A-1-may-beissued-onty-if:

a. Nochange.

b. The applicant provides reasonable assurance that the concentrations of radioactive material at the time of transfer
will not exceed the concentrations in Exhibit A; Sehedute-A; that reconcentration of the radioactive material in
concentrations exceeding those in Exhibit Sehedule A isnot likely; ;that use of lower concentrationsis not feasi-
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ble; ; and that-the product or material is not likely to be incorporated in any food, beverage, cosmetic, drug, or
other commaodity or product designed for ingestion or inhalation by, or application to, a human being.

2. Each person licensed under R12-1-311-A- this subsection shall file an annual report with the Agency which identifies
shall-identify the type and quantity of each product or material into which radioactive material has been introduced
during the reporting period; the name and address of the person who owned or possessed the product or material, into
which radioactive material has been introduced, at the time of introduction; the type and quantity of radionuclide
introduced into each sueh product or material; and the initial concentrations of the radionuclide in the product or
material at time of transfer of the radioactive material by the licensee. If no transfers of radioactive material have
been made according to this subsection pursdantte R12-1-311A- during the reporting period, the report shall so indi-
cate. Thereport shall cover the year ending June 30, and shalt be filed within 30 days after June 30 thereafter.

B. Licensing the distribution of naturally occurring and accelerator-produced radioactive material (NARM) in exempt quan-
tities

1. Anapplication for aspecific license to distribute NARM to persons exempted from these rules according Regutations
pursuant to R12-1-303-€:(C) will be approved if the applicant satisfies the requirements reguirement of R12-1-309,

and:

a. Nochange.

b. Nochange.

c. The applicant submits copies of prototype labels and brochures and the Agency approves the sueh labels and
brochures.

2. Thelicenseissued under R12-1-311B-1- subsection (B)(1) is subject to the following conditions:

a. Nochange.

b. Each exempt quantity shall be separately and individually packaged. No more than 10 sueh packaged exempt
quantities shall be contained in any outer package for transfer to persons exempt according to pursuantte R12-1-

303:&:(C). The outer package shall be such that the dose rate at the external surface of the package does not
exceed 5 uSv 0.5 millirem) per how5-u-Swvthr)

c. No change.

i. No change.
ii. No change.

d. In addition to the labeling information required-by-R12-1-311 Bsibsection (B)(2)(¢}he label affixed to the
immediate container, or an accompanying brochure, shall
i. No change.

ii. No change.
iii. No change.

3. Each person licensed under-R12-1-31&ihsection (Bshall maintain records identifying, by name and address,
each person to whom radioactive material is transferred for use under R12-{GP8rGhe equivalent regulations
of a Licensing State, and stating the kinds and quantities of radioactive material transferred. An annual summary
report stating the total quantity of each radionuclide transferred under the specific license shall be filed with the
Agency. Each report shall cover the year ending June 30, and shall be filed_within 30 days afterHinye(38)
days-thereaftef no transfers of radioactive material have been made accordipgrseant-taR12-1-311B. this
subsectiorduring the reportlng per|od the report shall so |nd|cate

C. The Agency shall approve as erapplication for a

specific license authorizing the mcorporatlon of radloactlve matethﬂr than source or byproduct mateliiatp gas and

aerosol detectors to be distributed to persons exempt under R12-1-Ba2R)363.B-willbe-approveifithe application

satisfies requirements equivalent to those contained-in-Seetion-32.26C6IR-ParB82.261998 Edition, published Janu-

ary 1, 1998, incorporated by reference and on file with the Agency and the Office of the Secretary of State which shall not

contain any future editions or references, pravided:

1. The applicant satisfies the requirements of R12-1-309.

2. The licensee files annual repoAsnualrepertsasequired by-Seetion-32.29-60 CFR-Par82.29, 1998 Edition,
published January 1, 1998, incorporated by reference and on file with the Agency and the Office of the Secretary of
State shal-be-filedwith the Agency. This incorporation by reference contains no future editions or references.

D. Licensing the manufacture and distribution of devices to persons generally licensed under R12(B)306.B.

1. The Agency shall approve @m application for a specific license to manufacture or distribute devices containing
radioactive material, excluding special nuclear material, to persons generally licensed under R12B}306.B.
equivalent Regulations of the U.S. NR&,an Agreement State# or the Licensing State-will-be-appreviéd
a. Thetheapplicant satisfies the general requirements of R12-1-309,

b. Thetheapplicant submits sufficient information relating to the design, manufacture, prototype testing, quality
control, labels, proposed uses, installation, servicing, leak testing, operating and safety instructions, and potential
hazards of the device to provide reasonable assurance that:

i. Thethedevice can be safely operated by persons not having training in radiological protection;
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ii. Under under ordinary conditions of handling, storage, and use of the device, the radioactive materia con-
tained in the device will not be released or inadvertently removed from the device, and it is unlikely that any
person will receive ir-any-period-ef-one-calendarguarter-a dose in excess of 10% of the limits specified #a
thetable-oFR12-1-402A- in R12-1-408; and

iii. Under under accident conditions (such as fire and explosion) associated with handling, storage, and use of
the device, it is unlikely that any person would receive an external radiation dose or dose commitment in
excess of the following organ doses:

-Whole body; head and trunk; active blood-forming organs; gonads; or lens of eye .......... 150 mSv(15 rem)

-Hands and forearms; feet and ankles; localized areas of skin averaged over areas no larger than 1 sguare

centimeter ......coovvveenee, 2 Sv (200 rem) 25w
-Other organs .................. 500 mSv (50 rem) {560-m-Sv}
¢. Nochange.
i. Nochange.

ii. Therequirement, or lack of requirement, for leak testing, or for testing any on-off mechanism and indicator,
including the maximum time interval for the sueh testing, and the identification of radioactive material by
isotope, quantity of radioactivity, and date of determination of the quantity; and

iii. Theinformation called for in 1 of the following statements in the same or substantially similar form:

{4 Thereceipt, possession, use, and transfer of this device, Model , Serial No. , are subject to
ageneral license or the equivalent and the regulations of the U.S. Nuclear Regulatory Commission or a state
with which the Nuclear Regulatory Commission has entered into an agreement for the exercise of regulatory
authority. Thislabel shall be maintained on the device in alegible condition. Removal of thislabel is prohib-
ited.

CAUTION -- RADIOACTIVE MATERIAL

(name of manufacturer or distributor)

{2 Thereceipt, possession, use and transfer of this device, Model , Serial No. , aresubject toa
general license or the equivalent, and the regulations of a Licensing State. This label shall be maintained on
the device in alegible condition. Removal of thislabel is prohibited.

CAUTION -- RADIOACTIVE MATERIAL

(name of manufacturer or distributor).
d. Nochange.

2. Inthe event the applicant desires that the device undergo mandatory testing be+eguired-to-betested at intervalslonger
than 6 months, either for proper operation of the on-off mechanism and indicator, if any, or for leakage of radioactive
material or for both, the application shall contain sufficient information to demonstrate that the sueh longer interval is
justified by performance characteristics of the device or similar devices and by design features which have a signifi-
cant bearing on the probability or consequences of leakage of radioactive material from the device or failure of the
on-off mechanism and indicator. In determining the acceptableinterval for the test for leakage of radioactive material,
the Agency shall wiH consider information which includes, but is not limited to:

No change.

No change.

No change.

No change.

No change.

Maximum temperature withstood during prototype tests test;

No change.

No change.

No change.

No change.

3. In the event the applicant desires that the general licensee under R12-1-306(B), or under equivalent regulations Reg-
dhatiens of the NRC or an Agreement State or Licensing State, be authorized to install the device, collect the sample
to be analyzed by a specific licensee for leakage of radioactive material, service the device, test the on-off mechanism
and indicator, or remove the device from installation, the application shall include written instructions to be followed
by the general licensee, estimated calendar quarter doses associated with the -sueh-activity or activities, and bases for
the sueh estimates. The submitted information shall demonstrate that performance of the sueh activity or activities by
an individual untrained in radiological protection, in addition to other handling, storage, and use of devices under the
genera license, is unlikely to cause that individual to receive a-ealendar-guarter dose in excess of 10% of the limits
specified in thetable - RI2-1-402.A-R12-1-408.

T SemoaooTe
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4. Each person licensed under R12-1-311-B- subsection (D) to distribute devices to general licensed persons shall:

a. Furnish a copy of the genera license contained in R12-1-306-B-(B) to each person to whom the individual,
directly or through an intermediate person, transfers radioactive material in a device for use according to pursy-
antte the general license contained in R12-1-306-B-(B).

b. Furnish acopy of the general license contained in the NRC or Agreement State’s or Licensing State's r egulatro
Regulatien equivaent to R12-1-306:B-(B), or aternatively, furnish a copy of the general license contained in
R12-1-306-B-(B) to each person to whom the individual, ke directly or through an intermediate person, transfers
radioactive material in a device for use according to pursdant-te the general license of the NRC, erthe Agree-
ment State, or Licensing State. If a copy of the general license in R12-1-306-B-(B) is furnished to sueh a person,
it shall be accompanied by a note explaining that the use of the device is regulated by the U.S. NRC, er Agree-
ment State, or Licensing State under requirements substantially the same as those in R12-1-306:B-(B)

c. Report to the Agency all transfers of sueh devices to persons for use under the general license in R12-1-
306:B-(B). The Sueh report shall identify each general licensee by name and address an |nd|vrdual by name or
anebXer position who serves as the contact person for may '
the general licensee, the type and model number of device transferred and the quantrty and type of rad|oa:t|ve
material contained in the device. If 1 or more intermediate persons will temporarily possess the device at the
intended place of use prior to its possession by the user, the report shall identify irelude-tdentification-of each
intermediate person by name, address, contact, and relationship to the intended user. If no transfers have been
made to persons generally licensed under R12-1-306-B-(B) during the reporting period, the report shall so indi-
cate. The report shall cover each calendar quarter and shall be filed within 30 days after the end of the quarter
thereafter.

d. Report to the NRC all transfers of sdeh devicesto persons for use under the NRC general license in Seetionr-31-5
of-10 CFR Part 31.5.

e. Report to the responsible Agreement State or Licensing State agency all transfers of sueh devices to persons for
use under ageneral license in an Agreement State’s regul ation Regutations equivalent to R12-1-306-B-(B).

i. The report Sueh-reportsreperts shall identify each general licensee by name and address, an individual by
name or aneb<er position who serves as the contact person for may-eenstitute-a-point-of-contact-between-the
ageney-and the general licensee, the type and model of the device transferred, and the quantity and type of
radioactive material contained in the device. If 1 or more intermediate persons will temporarily possess the
device at theintended place of use prior to its possession by the user, the report shall identify iretude-identi-
fication-of each intermediate person by name, address, contact, and relationship to the intended user. The
report shall be submitted within 30 days after the end of each calendar quarter in which saeh a device is
transferred to the generally licensed person.

ii. Nochange.

iii. No change.

f.  Keep records showing the name, address, and the peint-ef contact person for each general licensee to whom the
distributor, ke directly or through an intermediate person, transfers radioactive material in devices for use accord-
ing to pursdant-to the general license provided in R12-1-306:B-(B), or equivalent Regulations of the NRC, er an
Agreement State, or Licensing State. The records should show the date of each transfer, the i sotope and the quan-
tity of radioactivity in each device transferred, the identity of any intermediate person, and compliance with the
report requirements of thls Secti on.

E. The Agency shall approve an ~ ty
use-ih-aireraft—-An application for a specn‘rc license to manufacture assemble or reparr Ium| nous safety dewces contar n-
ing tritium or promethium-147 for use in aircraft, for dlstrl butlon to persons general Iy Ilcen$d under R12-1-306(C), if the
applicant satisfies: R A :

1 Theappl—reant—saﬂsﬁesthegeneral requl rements speC|f|ed in R12 1 309; ; and
2. The applicant-satisfies-the requirements of Sections-32.53-through-32.56,—and-32.101-6f-10 CFR Part-32 _32.53
through 32.56 and 32.101, 1998 Edition , published January 1, 1998, incorporated by reference and on file with the

Agency and the Office of Secretary of State, or their equivalent. These incorporations by reference contain no future

editions or amendments.

F. The Aqencv shaII approve an ol i ' :

AR applrcatlon for aspecrflc I|cense

to manufacture callbratlon sources containing amer|C|um -241 or pl uton| um for d|str|but| onto persons generally licensed

under R12-1-306-B- (D) if the applicant satisfies: w W :

1. The apphicant-satisfiesthe general requi rementsrequrrrement of R12 1- 3091 ; and

2. The applicantsatisfiesthe requirements of 10 CFR 32.57, 32.58, 32.102, and 70.39, 1998 Edition, published January
1, 1998, incorporated by reference and on file with the Agency and the Office of Secretary of State-Seetions-32.5%
32.58,-and-32.102-of 10-CFR Part-32-and-Section-70.39-of 10-CFRPart70-or their equivalent. These incorporations
by reference contain no future editions or amendments.
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! nek-distributi toacti i [ teense. In addition to requirements set
forth in R12 1-309, the Aqencv shaII issue aspecmc I|cense author| zi ng the dlstrlbut|0n of radioactive material for use by
physr cians under the general license in R12-1-306-E-(E) wit-beissued if:

The applicant submits evidence that the radioactive material is to be manufactured, labeled, and packaged under
aecerdaneewith a new drug application which the Commissioner of Food and Drugs, U.S. Food and Drug Adminis-
tration has approved, or according to nr-aceerdanee with alicense for a biologic product issued by the FDA; and

2. Nochange.
a. Nochange.
b. Nochange.

H. The Agency shall approve an Ma

tory-testing-under-genera-ticense-An applrcatlon for a speC|f|c Ircense to manufacture or dlstrlbute radroar:trve materlal
for use under the general license of R12-1-306-~(F) wit-be-approved if:

1. The applicant satisfies the general requirements specified in R12-1-309.

2. Theradioactive material isto be prepared for distribution in prepackaged units of:

lodine-125 in units not exceeding 370 kBg (10 microcuries){376-kBg)-each;

lodine-131 in units not exceeding 370 kBg (10 microcuries){376-kBg) each;

Carbon-14 in units not exceeding 370 kBq (10 microcuries){376-k-Bg) each;

Hydrogen-3 (tritium) in units not exceeding 1.85 MBq (50 microcuries){1-85-M-Bg) each;

Iron-59 in units not exceeding 740 kBg (20 microcuries)-{#46-k-Bg} each;

Cobalt-57 in units not exceeding 370 kBg (10 microcuries)-{370-k-B¢} each;

Mock iodine-125 in units not exceeding 1.85 kBqg (50 nanocuries) Raneedrie {1-85k-B¢g) of iodine-129 and 185
Bqg (5 nanocuries) nanecurie{185-B¢) of americium-241 each.

3. Each prepackaged unit bears a durable, clearly visiblelabel:

a. ldentifying the radioactive contents as to chemical form and radionuclide; and indicating that the amount of
radioactivity does not exceed 370 kBq (10 microcuries)-{376-k-Bg)} of iodine-125, iodine-131, cobalt-57 or car-
bon-14;_1.85 MBg ( 50 microcuries){1-85-M-Bg} of hydrogen-3 (tritium), 740 kBq (20 microcuries){740-k-Bg}
of iron-59; or mock iodine-125 in units not exceeding 1.85 kBq (50 nanocurie)-{1-85kBe) of iodine-129 and 185
Bg (5 nanocuries) 8-805-mieroeurie of americium-241 each; and

b. Displaying the radiation caution symbol described in R12-1-428, R12-1-411.A-1—and the words, "CAUTION,
RADIOACTIVE MATERIAL", and the phrase "Not for Internal or External Use in Humans or Animals"

4. No change.

a. Thisradioactive material may be received, acquired, possessed, and used only by physicians, clinical |aborato-
ries, or hospitals and only for in vitro clinical or laboratory tests not involving internal or external administration
of the material, or the radiation from the radioactive material therefrom, to human beings or animals. Its receipt,
acquisition, possession, use, and transfer are subject to the regulations and a genera license of the U.S. Nuclear
Regulatory Commission or of a state with which the Commission has entered into an agreement for the exercise
of regulatory authority.

Q@ PP o

Name of manufacturer

b. Thisradioactive drug may be received, acquired, possessed, and used only by physicians, clinical laboratories, or
hospitals and only for in vitro clinical or laboratory tests not involving internal or external administration of the
material, or the radiation from the radioactive material therefrom, to human beings or animals. Its receipt, acqui-
sition, possession, use, and transfer are subject to the regulations and a general license of a Licensing State.

Name of manufacturer
5. Thelabel affixed to the unit, or the leaflet or brochure which accompanies the package, contains adequate informa-
tion about aste the precautions to be observed in handling and storing the specified sueh radioactive material. In the
case of the mock iodine-125 reference or calibration source, the information accompanying the source shall also con-
tain di rections to the licensee regarding the waste disposal requirements set out in R12-1-434. R12-1-416-of these

I. The Agency shall approve an a s—An application for a
specific license to manufacture and drstrl bute ice detect|on devrces to persons generally Ircensed under R12-1-306(G) if
the applicant satisfies: -w A
1 theappheant—saﬂsﬁesthegeneral reqw rements of R12 1 3091 ; and
2. Thethe criteria of Seetions32.61,-32.62-and-32101-6f 10-CFRPart 32 10 CFR 32.61, 32.62, ans 32.101, 1998 Edi-
tion, published January 1, 1998, incorporated by reference and on file with the Agency and the Office of the Secretary
of State. aremet. These incorporations by reference contain no future editions or amendments.
J.  Manufacture and distribution of radiopharmaceuticals eentainingradioactive-material for medical use under greup-a
license issued according to 12 A.A.C. 1, Article 7.
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1. TheAgency shall approve an An application for a specific license to manufacture and distribute radiopharmaceuticals

eontainingradioactive-material for use by persons licensed under pursuant-te-R12-1-310-C—for-the-uses-Hsted-n

Group-h-H-V-or\V-of Schedule Cof thisArticle 12 A.A.C. 1, Article 7 will-be approved if:

a. Theapplicant satisfies the general requirements specified in R12-1-309; and

b. The applicant submits evidence that:

i. The radiopharmaceutical eentainingradioactive-material will be manufactured, labeled, and packed accord-
ing to ir-aceordanee-with the Federal Food, Drug, and Cosmetic Act or the Public Health Service Act, sueh
as a new drug application (NDA) approved by the Food and Drug Administration (FDA), abiological prod-
uct license issued by the FDA, or a"Notice of Claimed Investigational Exemption for a New Drug" (IND)
that has been accepted by the FDA; or
ii. The manufacture and distribution of the radiopharmaceutical eentainingradioactive-material is not subject
to the Federal Food, Drug, and Cosmetic Act and the Public Health Service Act.

c. Theapplicant submits information on the radionuclide: ; chemical and physical form, packaging including maxi-
mum activity per package, and shielding provided by the packaging of the radioactive material which is appro-
priate for safe handling and storage of radiopharmaceuticals by group licensees; and

d. Thelabel affixed to each package of the radiopharmaceutical contains information on the radionuclide: ; quan-
tity, and date of assay: and the label affixed to each package or the leaflet or brochure which accompanies each
package, contains a statement that the radlopharmaceuncal is licensed by the Agency for distribution to persons
licensed according t y
requirementsin 12 A. A C. 1 Artlcle 70ran equlvalent Ilcenseer—uﬂder—equi-valent—l-ieens&sof the U.S. Nuclear
Regulatory Commission or an Agreement State or Licensing State. The labels, leaflets, or brochures required by
this paragraph supplement are-ir-addition-te the labeling required by the Food and Drug Administration (FDA)
and they may be separate from or, with the approval of FDA, may-be combined with the labeling required by
FDA.

2. A radiopharmaceutical dispensed from a nuclear pharmacy according to A.R.S. §32-1904 is exempt from the require-
ments contained in subsection (J)(1). Labeling of such radiopharmaceuticals is governed by Board of Pharmacy rules
and the conditions of a radioactive materlal I|cense

K. The Agency shall approve

iepharma-
Appllcatlon for a specific I|cense to manufacture and distribute generators or
reagent kits containing radioactive material for preparation of radiopharmaceuticals by persons_licensed acgasding to
suantto-R12-1-310.Cforthe-uses listed-in-GroupHH-of Schedule-C-df2ZAsA.C. 1 Article 7 willbe-approvedf:

1. The applicant satisfies the general requiremerggetified-inR12-1-309;

2. The applicant submits evidence that:

a. The generator or reagent kit is to be manufactured, labeled and packaged accordaegdedancevith-the
Federal Food, Drug, and Cosmetic Act or the Public Health Service-Aet,-sadaheasdrug application (NDA)
approved by the Food and Drug Administration (FDA), a biologic product license issued by theoFBA
"Notice of Claimed Investigational Exemption for a New Drug" (IND) that has been accepted by the FDA, or

b. The manufacture and distribution of the generator or reagent kit are not subject to the Federal Food, Drug, and
Cosmetic Act and the Public Health Service Act.

3. The applicant submits information on the radionucliddemical and physical form, packaging including maximum
activity per package, and shielding provided by the packaging of the radioactive material contained in the generator
or reagent Kit;

4. The label affixed to the generator or reagent kit contains information on the radionuclide, inglizditity, and date
of assay; and.

5. No change.

a. No change.

b. A statement that this generator or reagent kit (as appropriate) is approved for use by persons licensed by the
Agency _underpursuantto-R12-1-310-C—and-Schedule-C-Group-HH-of Artide B.A.C. 1, Article 7or trder
equivalent licenses of the U.S. Nuclear Regulatory Commission or an Agreement State or Licensing State. The
labels, leafletsor brochures required by this subsection supplermentr-adeditiorto the labeling required by
FDA and they may be separate from or, with the approval of FBA+agrhbined with the labeling required
by FDA.

L. Manufacture and distribution of sources or devices containing radioactive material for medical use

1. The Agency shall approve #m application for a specific license to manufacture and distribute sources and devices
containing radioactive material to persons licensed upglestantto-R12-1-310-C12 A.A.C. 1, Article #or use as
a calibration or reference source or for certain medical uses as sealed-sedreesmay-beifapproved
a. The applicant satisfies the general requirements in R12-1-309-ef this;Article
b. The applicant submits sufficient information regarding each type of source or device pertinent to an evaluation of

theradiation safety, including:
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i. Nochange.

ii. Nochange.

iii. No change.

iv. No change.

v. No change.

vi. No change.

vii. No change.

viii. Instruction for handling and storing the source or device from the radiation safety standpoint; these instruc-
tions are to be included on a durable |abel attached to the source or device or attached to a permanent storage
container for the source or device; provided; that instructions which are too lengthy for the sueh label may
be summarized on the label and printed in detail on a brochure which is referenced on the label;

c. Thelabel affixed to the source or device, or to the permanent storage container for the source or device, contains
information on the radionuclide: ; quantity, the date of assay, and a statement that the (name of source or device)
islicensed by the Agency for distribution to personslicensed under pursuantte-R12-1-310.-C: 12 A.A.C. 1, Arti-
cle 7 or under equivalent licenses of the U.S. Nuclear Regulatory Commission or an Agreement State or a
Licensing State, provided;-that-sueh that labeling for sources which do not require long term storage may be on a
leaflet or brochure which accompanies the source.

2. In the event the applicant desires that the source or device undergo mandatory testing bereguired-to-be-tested for
leakage of radioactive material at intervals longer than 6 months, the application shall include sufficient information
to demonstrate that the longer interval is justified by performance characteristics of the source or device or similar
sources or devices and by design features that have a significant bearing on the probability or consequences of leak-
age of radioactive material from the source. In determining the acceptable interval for test of |eakage of radioactive
material, the Agency shall wiH consider information that includes, but is not limited to:

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

M. Reqw rements for license to manufacture and distribute industrial products containing depleted uranium for mass volume
appllcanons

The Agency shall approve an An application for a specific license to manufacture industrial products and devices

containing depleted uranium for use under pursuantte R12-1-305(C) or equivalent regulations of the U.S. Nuclear

Regulatory Commission or an Agreement State may-be-approved if:

a. Theapplicant satisfies the general requirements speeified in R12-1-309;

b. The applicant submits sufficient information relating to the design, manufacture, prototype testing, quality con-
trol procedures, labeling or marking, proposed uses, and potential hazards of the industrial product or device to
provide reasonabl e assurance that possession, use, or transfer of the depleted uranium in the product or deviceis
not likely to cause any individual to receive ir-any-period-ef-one-calendar-quarter aradiation dose in excess of 10
percent of the limits specified in R12-1-408 R12-1-402.A-.

¢. Nochange.

2. Inthe case of an industrial product or device whose unique benefits are questionable, the Agency shall wiH approve
an application for a specific license under this paragraph only if the product or device is found to combine a high
degree of utility and low probability of uncontrolled disposal and dispersal of significant quantities of depleted ura-
nium into the environment.

3. The Agency may deny any application for a specific license under this subsection if the end use(s) of the industrial
product or device cannot be reasonably foreseen fere-seen.

4. Each person licensed pursuant-te-R12-1-331-M-L.under subsection (M)(1) shall:

a. Maintainthelevel of quality control required by the license in the manufacture of the industrial product or device
and ;-and-in the installation of the depleted uranium into the product or device;

b. Label or mark each unit to:

i. entify identify the manufacturer of the product or device, and the number of the license under which the
product or device was manufactured, the fact that the product or device contains depleted uranium, and the
quantity of depleted uranium in each product or device; and

ii. State state that the receipt, possession, use, and transfer of the product or device are subject to a general

ST TQ@ TR0 o
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license or the equivalent and the regulations of the U.S. Nuclear Regulatory Commission or of an Agree-
ment State;

c. Assure that the depleted uranium, before being installed in each product or device, has been impressed with the
following legend, clearly legible through any plating or other covering: "Depleted Uranium”;

d. Furnish acopy of the general license contained in R12-1-305(C) and a copy of ARRA-23 ARRA-13 to each per-
son to whom he-transfers depleted uranium in a product or device is transferred for use under a pursuant-to-the
general license contained in R12-1-305(C);_or -e¢;

e. Furnish a copy of the general license contained in the U.S. Nuclear Regulatory Commission’s or Agreement
State’s regulation equivalent to R12-1-305(C) and a copy of the U.S. Nuclear Regulatory Commission’s or
Agreement State's certificate, or alternatively, furnish a copy of the general license contained in R12-1-305(C)
and a copy of ARRA-23 ARRA-13 to each person to whom hetransfers depleted uranium in a product or device
is transferred for use under a pursuant-to-the general license of the U.S. Nuclear Regulatory Commission or an
Agreement State, with a document rete explaining that use of the product or device is regulated by the U.S.
Nuclear Regulatory Commission or an Agreement State under requirements substantially the same as those in
R12-1-305(C);

f.  Report to the Agency all transfers of industrial products or devices to personsfor use under the general licensein
R12-1-305(C). The Sueh report shall identify each general licensee by name and address, an individual by name
or position who serves as the may constitute a point of contact person for between-the-Ageney-and the general
licensee, the type and model number of device transferred, and the quantity of depleted uranium contained in the
product or device. The report shall be submitted within 30 days after the end of each calendar quarter in which
sueh aproduct or deviceistransferred to the generaly licensed person. If no transfers have been made to persons
generally licensed under R12-1-305-C: (C) during the reporting period, the report shall so indicate;

i. Report to the U.S. Nuclear Regulatory Commission all transfers of industrial products or devices to persons
for use under the U.S. Nuclear Regulatory Commission general license in Section-46.25-6f 10 CFR Part
40.25; or

ii. Report repert to the responsible State agency all transfers of devices manufactured and distributed under
subsection (M)(4)(f) pursdant-te-this-paragraph for use under a general license in that state’'s regulations
equivalent to R12-1-305(C); ;

iii. The the report required in subsection (M)(4)(f)(i) or (ii) h-ertH)—abeve shall identify each general licensee
by name and address, an individual by name or aneb<er position who serves as the
contact person for between-the-ageney-and the general licensee, the type and model number of the device
transferred, and the quantity of depleted uranium contained in the product or device. The report shall be sub-
mitted within 30 days after the end of each calendar quarter in which asdeh product or device is transferred
to the generally licensed person; ;

iv. No change.

v. No change.

vi. Keep records showing the name, address, and peint-of contact person for each general licensee to whom he
transfers depleted uranium in industrial products or devices is transferred for use under a pursdant-to-the
general license provided in R12-1-305(C) or equivalent regulations of the U.S. Nuclear Regulatory Com-
mission or of an Agreement State. The records shall be maintained for a period of 2 years and shaHt show the
date of each transfer, the quantity of depleted uranium in each product or device transferred, and compliance
with the reporting repert requirements of this Section.

RA2-1-313 R12-1-312. Issuance of Specific Licenses

A.

C.

Upon a determination that an application meets the requirements of the Act and the rules regutations of the Agency, the

Agency shall wiH issue a specific license authorizing the proposed activity containing conditions and limitations as it

deems appropriate or necessary.

The Agency may incorporate in any license at the time of issuance, or thereafter by appropriate rule, regdtation; or order,

addltlonal regui rements and cond|t|ons with respect to the licensee's receipt, possession, use, and transfer of radioactive
f sary in order to:

1. Nochange.

2. Require reports and the recordkeeping keeping-efrecerds, and to provide for inspections of activities under the
license as may be appropriate or necessary; and

3. Nochange.

Prelicensing-thspection: The Agency may verify information contained in an application appheations and secure addi-

tional information deemed necessary to make a reaserable determination on issuance of asto-whether-to-issue a license

and whether any specia conditions should be attached to the license. The Agency may inspect therete-by-visiting the

facility or location where radioactive materials would be possessed or used, and discuss by-discussing details of the pro-
posed possession or use of the radioactive materials with the applicant or representatives designated by the applicant.
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RA2-1-314 R12-1-313. Specific Terms and Conditions of Licenses

A. Eachlicenseissued under pursdant-te this Article is shaH-be subject to al provisions of A.R.S. Title 30, Chapter 4 theAet;
new-or-hereafter-in-effeet, and to al rules, regdtations; and orders of the Agency.

B. A licensee shall not transfer, assign, or in any manner dispose of aNe license issued or granted under this Article or a and

Ao right to poss&s or ut|I|ze radloactlve mar[erlal granted by any Ilcense |ssued under qusuant—te thls Artlcle shalt-be

#ansﬁer—ef—eenﬂcel—ef—any—lmense%e-any-per-sen unless the Agency shal-l—aﬁepseeun-ng—f-ul-l—mfhem%en fi nds #nd that the
transfer is consistent with the Agency’s statutes and rules, and givascerdance-with-the—previsions—of-the-Aet-and
shall-giveits consent in writing.

C. Each person licensed by the Agency ungisistant-tahis Article shall confine the use and possession of the material
licensed to the locations and purposes authorized in the license.

D. No change.
E. No change.
1. No change.
a. No change.
b. No change.
c. No change.
2. No change.
a. No change
b. No change.

c. The date-ef-thefiling-ahe petition was filed

R421 315 R12-1-314. Expiration of License Lieerses
Except as provided in R12-1-315(B), each specific license exgiasexpireat the end of the day, in the month and year
stated on the licengherein

Ri21316 R12-1-315. Renewal of License

A. An applicant shall file an applicatiohpplicationsfor renewal of apecific_licensdicenses-shall-befiledccording tar
accordance-witliR12-1-308.

B. Inany case in which a licensee, not less than 30 days prior to expiration of the existing license, has filed an application in
proper form for renewal or for a new license authorizing the same activities, the existing licerseatinesexpire until

a final determinatiothe-application-has-beenfinally-determirgdthe Agency.

Ra21317 R12-1-316. Amendment of Licenses at Request of Licensee

An applicant shall file an apollcatlohppheafaensfor amendment of a sgemflmense—shal-l—be—medbv comDIVInd within
aceordance-witliR12-1-308 and specifying
andthe grounds for the amendment.

RA21+ 318 R12-1-317. ARRA Action on Applicationsto Renew or Amend

In considering an application by a licensee to renew or amend a sgeeiftense, the Agency shadlilt apply the criteria set
forth in R12-1-309ar6R12-1-310, or R12-1-311 as applicable.

RA2-1-319 R12-1-318. Transfer of Radioactive Material
A. A licensee shall ndie-licensee-shattansfer radioactive material except as authorized ynghstant-tdhis Section.
B. Except as otherwise provided in the license and subject to the provisions-ef R12-1-318 Csuymictions (C) and (D)

any licensee may transfer radioactive material:

1. To the Agencys-enlwafter receiving prior approval from the Agency;

2. No change.

3. To any person exempt from the rutegutationdn this Article to the extent permitted under guehexemption;

4. To any person authorized to receive radioactisghmaterial under terms of a general license or its equivalent, or a
specific license or equivalent licensing document, issued by the Agency, the U.S. Nuclear Regulatory Commission,
or any Agreement State or Licensing State, or to any person otherwise authorized to receive rasliehoiaterial
by the Federal Government or any agency of the Federal Govertimeesf the Agency, any Agreement State or
Licensing State, or

5. No change..

C. No change.
D. The transferor shall use 1 or more of thkowing methods for the verification required by-R32-1-318d0bsection (C)
are-acceptable

1. The transferor shall possessy-have-in-possessioand read, a current copy of the transferee's specific license or
registration certificate;
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2. Thetransferor shall possess may-have-pessession a written certification by the transferee that the transferee ke is
authorized by license or registration certificate to receive the type, form, and quantity of radioactive material to be

transferred, specifying the license or registration certificate number, issuing agency, and expiration date;

3. For emergency shipments the transferor shall may accept oral certification by the transferee that the transferee he is
authorized by license or registration certificate to receive the type, form, and quantity of radioactive material to be
transferred, specifying the license or registration certificate number, issuing agency, and expiration date; provided;
that the oral certification is confirmed in writing within 10 ten days;

4. Thetransferor shall may obtain information equivalent to that in subsection (D)(1) to (3) etherseureesof infermation
compiled by areporting service from official records of the Agency, the U.S. Nuclear Regulatory Commission, or the
licensing agency of an Agreement State or Licensing State regarding as-te the identity of any licensee, ef-Hicensees
and the scope and expiration date of any license, registration, or certificate dates-ef- Heenses-and-registration; or

5. When none of the methods of verification described in R12-1-318.D-1-te-4.subsections (D) (1) to (4) are readily
available or when atransferor desires to verify that information received by 1 of the above sueh methods is correct or
up-to-date, the transferor shall may obtain and record confirmation from the Agency, the U.S. Nuclear Regulatory
Commission, or the licensing agency of an Agreement State or Licensing State that the transferee is licensed to
receive the radioactive material.

E. A transferor shall prepare and Preparation-fer-shipment-and transport of radioactive material shal-be as prescribed in i
aecerdanee with-the provisions of 12 A.A.C. 1, Article 15 ef-this-Chapter.

RI21320 R12-1-319. Modification, Revocation, and Ter mination of Licenses

A. Theterms and conditions of al licenses are shalt-be subject to amendment, revision, or modification and a er-the license
may be suspended or revoked by reason of amendmentsto the Agency'’s statutes oAet-erbyreasen-alles;+egulations,
and orders issued by the Agency.

B. The Agency may revoke, suspend , or modify iy Iicense—may—be—Feveked—suspeﬂded—er—mediﬁed/hole orin
part, for any material false statement in the applica®ergny _omission or misstatemestatemenbf fact required by
statute, rule, or ordamderprevisions-ef-the-Acor because of conditions revealed by gbehapplication orstatement
effact-erany report, record, or inspection or other meanswhath would_causevarrantthe Agency to refuse to grant a
license;er-an-original-applicatiorgr anyfoer V|oIat|on of—eHwteweLt&ebse%an%eHheenseterms and conditions, or
the Agency’s statutes, rules, or ordefd he-Agency

C. Except in cases of willfulness or those in Wh|ch the public health mteresﬂfety requwes otherW|se, the Agency shall
not modify, suspend, or revoke a licemselicense-shall-be-medified;suspended-errevokdess, prior to the institution
of proceedlngs—thetﬂefpiacts or conduct which may warrant such actien-staale been called to the attention of the lic-
ensee in writing and the licensee shsl-haveeen accorded an opportunity to demonstrate or achieve compliance with

alHawfulrequirements
D. The Agency may terminate a specific license upon writeuest-submittelly the licensee-te-the-Ageney-ir-writing
R—}24;3_2—1 R12—1—3ZQ. Reciprocal Reeo_gnition of Licenses FerByproduct—Seuree-and-Special-NuetearMaterial-r

A. A general license is established by the Agency to perform specific licensed activities in Arizona for a period not to exceed
180 days in any calender year to @nbject-to-these-Regulations—gpsrson who holds a specific license for activity
involving the use of radioactive materfabm the U.S. Nuclear Regulatory Commission, Licensing Stateny Agree-
ment State, issued by the agency veitigHissaed-by-the-ageney-havjngsdiction where the licensee maintains an office
for d|rect|ng the I|censed act|V|ty and at WhICh radlatlon safety records are normally mamtamed—tshereb%gtanted a gen-

excess of
4:89—elays—|ﬂ—aﬂy—ealendar—yqtzmwded that
1. The_licensdicensing-decumentoes not limit the activity-autherized-by-such-docdmergpecified installations or
locations;

2. The out-of-state licensee notifies the Agency in writing at ledse2-(3)days prior to engaging in the licensaeth
activity. The Suehnatification shall indicate the location, period, and type of proposed possession and use within the
State, and-shalle accompanied by a copy of the pertinent licensing document. If, for a specific casiréee(3)
day period would impose an undue hardship on the out-of-state licensee, the licensee may, upon application to the
Agency, obtain permission to proceed sooner. The Agency may waive the requirement for filing additional written
notifications during the remainder of the calendar yedowing thereceipt of the initial notification from a person
engaging in activities under the general license provided-n-RE2-1hB28ection

3. The out-of-state licensee complies with all applicable statutes andRegesationof the Agency and with all the
terms and conditions of the license, except thegesuetterms and conditions-which-may ineonsistent with appli-
cable_statutes and rulBegulationf the Agency;

4. The out-of-state licensee supplies aaghother information-athe Agency requestasay-reguestand

5. The out-of-state licensee dadsl not transfer or dispose of radioactive material possessed or used under the general
license provided in this Section except by transfer to a person:
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a. Specifically speeifiealy licensed by the Agency, or by the U.S. Nuclear Regulatory Commission to receive the
radioactive sueh material; ; or
b. Exempt exemptfromtherequirementsforaticensefor-such-material under R12-1-303(A).
B. Notwithstanding the provisions of R12-1-320-A subsection (A)(1), a general license is established by the Agency to man-
ufacture, install, transfer, demonstrate, or service a device described in R12-1-306(B)(1)_to any person who holds a spe-
cific license issued by the U.S. Nuclear Regulatory Commission, Licensing State, or an Agreement State authorizing the

same activities within areas subject to the jurisdiction of the licensing body, is-hereby-granted-a-genera-ticenseto-install;
transfer-demeonstrate- or-service the such-a device inthis State provided that:

1. The person files a report Sueh-persen-shal-fite-a+eport with the Agency within 30 thirty (306} days after the end of
each calendar quarter in which any deviceistransferred to or installed in this State. Each-saehreport shall identify the
each general licensee to whom the sueh deviceis transferred by name and address, the type of device transferred, and
the quantity and type of radioactive material contained in the device;

2. The device has been manufactured, labeled, installed, and serviced according to #-aecordance-with the applicable
provisions of the specific license issued to the sueh person by the U.S. Nuclear Regulatory Commission or an Agree-
ment State;

3. The person entering the state ensures Sueh-persen shall assure that any labels required to be affixed to the device
under rules Regulations of the authority which licensed manufacture of the device bear the following statement: a
statement-that "Removal of this label is prohibited”; and

4. The holder of the specific license furnishes shal-furnish &&eaehgeneFal—HweenseeteMmemehawenseeHansﬁerﬁehe
device-er-on-whose-premises-itisnstalled a copy of the general license contained in R12-1-306(B), or equivalent
rules of the agency regulations-of-the-ageney having jurisdiction over the manufacture or distribution of the device, to
each general licensee to whom the licensee transfers the device or on whose premises the deviceis installed.

C. The Agency may withdraw, limit, or qualify the acceptance of any specific license or equivalent licensing document

issued by another agency, or any product distributed under pursuantte alicense sueh-Heensig-deedment, upon determin-

mg that an sueh actionis nec&sary m—eFeler to prevent undue hazard to publlc health and safety, or property.
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Ra21 322 R12-1-321. Preparation of Radioactive Material for Transport
A Ne licensee shall nateliver any radioactive material to a carrier for transport, unless the licensee complies with the provi-
sions of 12 A.A.C. 1Article 15.

RA21 323 R12-1-322. The Need for an Emergency Plan for Responseto a Release of Radioactive M aterial.

A. For purposes of this rule "Emergency Plan" means a procedure that will be followed when an accident occurs involving
licensed radioactive materials for which an offsite response may be needed from organizations, such as police, fire, or
medical organizations.

A=B.Each application to possess radioactive materials in unsealed form, on foils or plated sources, or sealed in glass in exces:s
of the quantmes in Exh|b|t D, “Radloacuve Materlal Ouantmes Requmnq Consideration for an Emerqenc@dﬂa«#’

. , \ Responding to

a—Release Shall contaln either:

1. No change.
2. No change.
B-C.One or more of the following factors may be used to support an evaluation submitte Atibn
B)(1 i ien
1. No change.
2. No change.

3. The release fraction in the respirable size range would be lower than the release fraction shown in&otraleiD
E- due to the chemical or physical form of the material;
4. The solubility of the radioactive material would reduce the dose received,;
5. Facility design or engineered safety features in the facility would cause the release fraction to be lower than shown in

Exhibit D Sehedule-E.

6. Operating restrictions or procedures would prevent a release fraction as large as that shown in EshédsitiaE.
or

7. No change.

&D.An emergency plan for responding to a release of radioactive material submitted-urderParagraph-A-2—ofthis Section
ubsectlon (B)(2 )shaII include the following information:
.A brief description of the licensee's facility and areas near the site that could expose a member
of the public to a dose equal to or greater than the levels expressed-inParagraph-A-t—of-this Reeation
(B)(1).

2. Pypes-ofaccidentsAn identification of each type of radioactive materials accident for which protective actions may
be needed.

3. <Classification-of-aceidentdA classification system for classifying accidents as alerts or site area emergencies.

4. Detection-ofaccidentddentification of the means of detecting each type of accident in a timely manner.

5. Mitigation-ofconsequenced brief description of the means and equipment for mitigating the consequences of each
type of accident, including those provided to protect workers on-site, and a description of the program for maintain-
ing the equipment.

6. Assessment-ofreleased\ brief description of the methods and equipment usedssess releases of radioactive
materials.

7. Respensibilities.A brief description of the responsibilities of licensee personnel responsible for promptly notifying
offsite response organizations and the Agency; also responsibilities for developing, maintaining, and updating the
plan.

8. Netificatiohand-coordination. A commitment to and a brief description of the means to promptly notify offsite
response organizations and request off-site assistance, including medical assistance for the treatment of contaminatec
and_injuredinjdure on-site workers when appropriate. A control point shall be established. The notification and coor-
dination shall be planned so that unavailability of some personnel, parts of the facility, and some equipment will not
prevent the notification and coordination. The licensee shall also commit to notify the Agency immediately after
notification of the appropriate off-site response organizations and not later #veehdur after the licensee declares
an emergency.
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9. infermationto-be-communicated: A brief description of the types of information on facility status, radioactive
releases, and recommended protective actions, if necessary, to be given to off-site response organizations and to the
Agency.

10. Fraintng: A brief description of the frequency, performance objectives, and plans for the training that the licensee
will provide workers on how to respond to an emergency including any special instructions and orientation tours the
licensee would offer to fire, police, medical, and other emergency personnel. Thetraining shall familiarize personnel
with site-specific emergency procedures. Also, the training shall thoroughly prepare site personnel for their responsi-
bilities in the event of accident scenarios postulated as most probable for the specific site, including the use of team
training for such scenarios.

11. Safeshutdewn: A brief description of the means of restoring the facility to a safe condition after an accident.

12. Exereises: Provisionsfor conducting quarterly communications checks with off-site response organizations and bien-
nial on-site exercises to test response to simulated emergencies. Quarterly communications checks with off-site
response organizations shall include the verifying and updating of all necessary telephone numbers. The licensee
shall invite off-site response organizations to participate in the biennial exercises. Their participation is not required.
Exercises _shall use accident scenarios postulated as most probable for the specific site and the scenarios shall not be
known to most exercise participants. The licensee shall critique each exercise, using individuals without ret-having
direct implementation responsibility for the plan. Critiques of exercises _shall evaluate the appropriateness of the
plan, emergency procedures, facilities, equipment, training of personnel, and overall effectiveness of the response.
Deficiencies found by the critiques _shall be corrected.

13. Hazardeuschemicals: A certification that the applicant has met its responsibilities in A.R.S. 88 26-341 through
26-353 (emergency Planning and Community Right-to-Know Act of 1986), if applicable to the applicant's activities
at the proposed place of use of the radioactive material.

No change.

R12-1-323. _Financial Assurance and Record K eeping for Decommissioning

A

|o0

(@

|©

[m

For purposes of this rule:

1. "Decommissioning" means to remove a radioactive material use facility safely from service and to reduce residual

radioactivity to a level that permits release of the property for unrestricted use and termination of the radioactive

material use license.

“Byproduct material" as used in 10 CFR 30, means “radioactive material” which is defined in A.R.S. 830-651.

“Facility” means the entire site of radioactive material use, or any separate building or outdoor area where it is used.

“Appendix B to Part 30" as used in 10 CFR 30, means Appendix E in 12 A.A.C. 1, Article 4..

“Financial security” means having a net worth of not less than $10,000.

When applying, each nongovernment applicant for a specific license authorizing the possession and use of radioactive

material, and each nongovernment holder of a license to possess and use radioactive material issued before the effective

date of this rule, shall submit to the Agency certification of financial security, as required in A.R.S. §30-672(H).

1. Each affected licensee shall submit certification of financial security no later than 3 months following the effective
date of this rule.

2. Licensees required to meet the requirements in subsection (C) are exempt from the requirements in this subsection.

When applying, each applicant for a specific license authorizing 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 rule, shall submit to the

Agency a decommissioning funding plan or certification of financial assurance meeting the requirements in 10 CFR 30.35

or 40.36, 1998 Edition, published January 1, 1998, incorporated by reference and on file with the Agency and the Office

of Secretary of State. This incorporation by reference contains no future editions or amendments. Each affected licensee
shall submit the plan or certification no later than 6 months following the effective date of this rule.

Each licensee required to provide financial assurance for decommissioning a radioactive material facility under this rule

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 decom-
missioning process:

1. Records of spills or other unusual occurrences involving the spread of contamination in and around the facility,
eguipment, and site. The licensee shall keep records identifying the involved radionuclides and associated quantities,
forms, and concentrations.

2. As-built drawings showing modifications of structures and equipment in restricted areas where radioactive materials
are used and stored, and locations of possible inaccessible contamination. If drawings are not available, the licensee
shall provide appropriate records describing each location of possible contamination.

3. Records of the cost estimate performed for the decommissioning funding plan or of the amount certified for decom-
missioning, and records of the funding method used for assuring funds if either a funding plan or certification is used.

Decommissioning procedures:

1. Upon expiration or termination of licensed activities, a licensee shall begin decommissioning its facility within 60
days of notifying the Agency of the decision to discontinue licensed activities, or within 12 months of the decision,

[V [0
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submit to the Agency a decommissioning plan, as prescribed in 10 CFR 30.36(q)(1), 1998 Edition, published January

1, 1998, incorporated by reference and on file with the Agency and the Office of Secretary of State, containing no

future editions or amendments, and begin decommissioning upon approval of the plan if the license has expired or no

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

In addition to the notification requirements in subsection (E)(1). the licensee shall maintain in effect all decommis-

sioning financial assurances required by this Section. The financial assurances shall be increased or may be

decreased as appropriate to cover the cost estimate established for decommissioning in subsection (E)(1).

a. Any licensee who has not provided financial assurance to cover decommissioning shall do so 1 year from the
effective date of this rule.

b. The licensee may reduce the amount of the financial assurance following approval of the decommissioning plan,
provided the radiological hazard is decreasing and the licensee has the approval of the Agency.

The Agency shall extend the time periods established in subsection (E)(1) if a new time period is in the best interest

of public health and safety.

a. The licensee shall submit the request for the change no later than 30 days before the notification time frame spec-
ified in subsection (E)(1).

b. If appropriate, the schedule for decommissioning activities, specified in subsection (E)(1), shall not commence
until the Agency has made a determination on the request described in subsection (E)(3)(a).

Except as provided in subsection (E)(5), the licensee shall complete decommissioning of a facility as soon as practi-

cable but no later than 24 months following the initiation of decommissioning; and except as provided in subsection

(E)(5). when decommissioning involves the entire facility, the licensee shall request license termination as soon as

practicable but no later than 24 months following initiation of decommissioning.

The Agency shall approve a request for an alternate schedule for completion of decommissioning and license termi-

nation if the Agency determines that the alternative is warranted by consideration of the conditions specified in 10

CFR, 30.36(i), 1998 Edition, published January 1, 1998, incorporated by reference and on file with the Agency and

the Office of Secretary of State, containing no future editions or amendments.

6. As afinal step in decommissioning, the licensee shall meet the requirements specified in 10 CFR Part 30.36(j), 1998
Edition, published January 1, 1998, incorporated by reference and on file with the Agency and the Office of Secretary
of State, containing no future editions or amendments.

[N
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Exhibit A Sehedule-A
Exempt Concentrations
No change.
Exhibit B SehedtteB
Exempt Quantities
No change.
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Antimony-122
Antimony-124
Antimony-125
Arsenic-73
Arsenic-74
Arsenic-76
Arsenic-77
Barium-131
Barium-140
Beryllium-7
Bismuth-210
Bromine-82
Cadmium-109
Cadmium-115m
Cadmium-115
Calcium-45
Cacium-47
Carbon-14
Cerium-141
Cerium-143
Cerium-144
Cesium-131
Cesium-134m
Cesium-134
Cesium-135
Cesium-136
Cesium-137
Chlorine-36
Chlorine-38
Chromium-51
Cobalt-57
Cobalt-58m
Cobalt-58
Cobalt-60
Copper-64
Dysprosium-165
Dysprosium-166
Erbium-169
Erbium-171

Europium-152 (9.2 h)
Europium-152 (13 yr)

Europium-154
Europium-155
Fluorine-18
Gadolinium-153
Gadolinium-159
Gdlium-72
Germanium-71
Gold-198
Gold-199
Hafnium-181
Holmium-166
Hydrogen-3
Indium-113m
Indium-114m
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Exhibit C Seheduteb
Limitsfor Class B and C Broad Scope Licenses (R12-1-310.:)

Col. Il

curies
0.01
0.01
0.01
0.1
0.01
0.01
0.1
0.1
0.01
0.1
0.001
0.1
0.01
0.01
0.1
0.01
0.1
1.
0.1
0.1
0.001
1.
1.
0.001
0.01
0.1
0.001
0.01
1.
1.
0.1
1.
0.01
0.001
0.1
1.
0.1
0.1
0.1
0.1
0.001
0.001
0.01

0.1
0.1
0.1

01
01
01
0.1

01
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Indium-115m
Indium-115
lodine-125
lodine-126
lodine-129
lodine-131
lodine-132
lodine-133
lodine-134
lodine-135
Iridium-192
Iridium-194
Iron-55

Iron-59
Krypton-85
Krypton-87

L anthanum-140
Lutetium-177
Manganese-52
Manganese-54
Manganese-56
Mercury-197m
Mercury-197
Mercury-203
Molybdenum-99
Neodymium-147
Neodymium-149
Nickel-59
Nickel-63
Nickel-65
Niobium-93m
Niobium-95
Niobium-97
Osmium-185
Osmium-191m
Osmium-191
Osmium-193
Palladium-103
Palladium-109
Phosphorus-32
Platinum-191
Platinum-193m
Platinum-193
Platinum-197m
Platinum-197
Polonium-210
Potassium-42

Praseodymium-142
Praseodymium-143

Promethium-147
Promethium-149
Radium-226
Rhenium-186
Rhenium-188
Rhodium-103m
Rhodium-105
Rubidium-86
Rubidium-87
Ruthenium-97
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10
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10
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0.01
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10
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10
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1
0.1
0.001
0.001
0.001

0.001
0.1
0.1
0.1
0.1
0.1
0.1
0.1
0.1
1
0.1
01
0.1
01
01
0.1
01
0.1
0.1
01
0.1
0.1
0.1
01
0.1
0.1
01
1
0.1
1
0.1
01
0.1
01
0.01
0.1
1
0.1
1
0.1
0.0001
0.01
0.1
01
00.1
0.1
0.0001
0.1
01
10
0.1
0.01
0.01
1
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Ruthenium-103
Ruthenium-105
Ruthenium-106
Samarium-151
Samarium-153
Scandium-46
Scandium-47
Scandium-48
Selenium-75
Silicon-31
Silver-105
Silver-110m
Silver-111
Sodium-22
Sodium-24
Strontium-85
Strontium-85
Strontium-89
Strontium-90
Strontium-91
Strontium-92
Sulfur-35
Tantalum-182
Technetium-96
Technetium-97m
Technetium-97
Technetium-99m
Technetium-99
Tellurium-125m
Tellurium-127m
Tellurium-127
Tellurium-129m
Tellurium-129
Tellurium-131m
Tellurium-132
Terbium-160
Thallium-200
Thallium-201
Thallium-202
Thallium-204
Thulium-170
Thulium-171
Tin-113
Tin-125
Tungsten-181
Tungsten-185
Tungsten-197
Vanadium-43
Xenon-131m
Xenon-133
Xenon-135

Y tterbium-175
Y ttrium-90
Yttrium-91

Y ttrium-92

Y ttrium-93
Zinc-65
Zinc-69m
Zinc-69
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10
0.1
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0.01
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10
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100

10
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0.01
0.1
0.001
0.01
01
0.01
01
0.01
0.01
0.1
0.01
0.001
0.1
0.001
0.01
10
0.01
0.01
0.0001
0.1
0.1
0.1
0.01
0.1
01
0.1
1
0.01
0.01
0.01
0.1
0.01
1
0.1
0.01
0.01
0.1
0.1
0.1
0.01
0.01
0.01
0.01
0.01
0.01
0.01
0.1
0.01
10
1
1
0.1
0.01
0.01
01
0.01
0.01
0.1
1.
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Any radioactive material
other than source material,
special nuclear material,

or apha emitting radioactive
material not listed above:
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0.01
0.01
0.01

0.001
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Exhibit D SGCHEBULEE

Radioactive Material Quantities Requiring Consider ation for an Emergency Plan (R&2-3-323 R12-1-322)
Radioactive Material Release Fraction Quantity (Ci)

Actinium-228 0.001
Americium-241 .001
Americium-242 .001
Americium-243 .001
Antimony-124 .01
Antimony-126 .01
Barium-133 .01
Barium-140 .01
Bismuth-207 .01
Bismuth-210 .01
Cadmium-109 .01
Cadmium-113 .01
Calcium-45 .01
Californium-252 .001
Carbon-14 (Non CO) .01
NenCO
Cerium-141 .01
Cerium-144 .01
Cesium-134 .01
Cesium-137 .01
Chlorine-36 5
Chromium-51 .01
Cobalt-60 .001
Copper-64 .01
Curium-242 .001
Curium-243 .001
Curium-244 .001
Curium-245 .001
Europium-152 01
Europium-154 .01
Europium-155 .01
Gadolinium-153 .01
Germanium-68 .01
Gold-198 .01
Hafnium-172 .01
Hafnium-181 .01
Holmium-166m .01
Hydrogen-3 5
Indium-114m .01
lodine-125 5
lodine-131 .5
Iridium-192 .001
Iron-55 .01
Iron-59 .01
Krypton-85 1.0
Lead-210 .01
Manganese-56 .01
Mercury-203 .01
Molybdenum-99 .01
Neptunium-237 .001
Nickel-63 .01
Niobium-94 .01
Phosphorus-32 5
Phosphorus-33 5
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4,000
2

2

2
4,000
6,000
10,000
30,000
5,000
600
1,000
80
20,000
9 (20 mg)
50,000

10,000
300
2,000
3,000
100
300,000
5,000
200,000
60

3

4

2

500
400
3,000
5,000
2,000
30,000
400
7,000
100
20,000
1,000
10

10
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Radioactive Material Release Fraction Quantity (Ci)

Polonium-210 .01 10
Potassium-42 .01 9,000
Promethium-145 .01 4,000
Promethium-147 .01 4,000
Ruthenium-106 .01 200
Samarium-151 .01 4,000
Scandium-46 .01 3,000
Selenium-75 .01 10,000
Silver-110m .01 1,000
Sodium-22 .01 9,000
Sodium-24 .01 10,000
Strontium-89 .01 3,000
Strontium-90 .01 90
Sulfur-35 5 900
Technetium-99 .01 10,000
Technetium-99m .01 400,000
Tellurium-127m .01 5,000
Tellurium-129m .01 5,000
Terbium-160 .01 4,000
Thulium-170 .01 4,000
Tin-113 .01 10,000
Tin-123 .01 3,000
Tin-126 .01 1,000
Titanium-44 .01 100
Vanadium-48 .01 7,000
Xenon-133 1.0 900,000
Yttrium-91 .01 2,000
Zinc-65 .01 5,000
Zirconium-93 .01 400
Zirconium-95 .01 5,000
Any other beta-gammaemitter .01 10,000
Mixed fission products .01 1,000
Mixed corrosion products .01 10,000
Contaminated equipment

beta-gamma .001 10,000

Irradiated material, any form
other than solid non-

combustible .01 1,000
Irradiated material, solid

noncombustible .001 10,000
Mixed radioactive waste,

beta-gamma .01 1,000
Packaged packaged mixed waste, beta

gamma .001 10,000
Any other alpha emitter .001 2
Contaminated equipment, alpha .0001 20
Packaged waste, apha .0001 20

Combinations of radioactive materials listed above:

For combinations of radioactive materials, consideration of the need for an emergency plan is required if the sum of the ratios
ratiens of the quantity of each radioactive material authorized to the quantity listed for that material in Exhibit D Schedule E
exceeds 1 ene.

NOTE: Waste packaged in Type B containers does not require an emergency plan.
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Exhibit E

Application Information
1. Radioactive Material (RAM ecific License Application I nformation

An applicant shall provide the following information in a specific license application before alicense is issued to the applicant.
The Agency shall provide an application form to an applicant with a guide, when possible, to insure that correct information is
provided in the application:

Name and mailing address of applicant Use location

Contact person Telephone number
Users of RAM Training of users
Radiation Safety Officer identity (RSO)Duties of RSO
Description of RAM and uses Description of radia-
tion detection/mea-
surement instru-
ments and their
cdibration
Personnel monitoring Bioassay program
Facility description Survey program
L eak test program Records manage-
ment program
Instruction to personnel Waste disposal
program
Emergency procedures Procedures for ordering,
receiving, and opening
packages
Description of animal use Licensing fee provided with
application
Copy of letter-of -intent
to local governing body Description of ALARA
and quality management
programs
Description of transportation
procedures Certifying signature
Legal structure of licensee’s
operation

Other licensing requirements listed in: R12-1-310, R12-1-311, R12-1-312,
R12-1-511, R12-1-703, and R12-1-1721
2. Radioactive Material (RAM) General License Application Information

An applicant shall provide the following information on a registration certificate. The certificate will be validated ametretur
to the applicant if the information provided is complete.

Name and address Telephone number

Where will the radioactive

material be used Address of use location

Description of radioactive

material use _Date

Authorizing signature and

printed name Position of person signing
the form

ARTICLE 4. STANDARDS FOR PROTECTION AGAINST IONIZING RADIATION

R12-1-407. Radiation Protection Programs
A. No change.
B. No change.
C. No change.
D. Records.
1. No change.
a. No change.
b. No change.
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2. The licensee or registrant shall retain the records required by subsection sabparagraph (D)(1)(a) above for 3 three
years after the termination of the license or registration. The licensee or registrant shall retain the records required by
subsection subparagraph (D)(1)(b) above for 3 three years after the record is made.

3. Thefollowing licensees and registrants are exempt from the record requirements contained in this subsection:
B6-General Medical D15-Possession Only
C9-Gas Chromatograph E2-X-ray Machine class B
C10-General Industrial E3- X-ray MachineclassC
R12-1-408. Occupational Dose Amountsfor Adults
No change.
No change.

B.
C.

mmo

The assigned deep-dose equivalent and shallow-dose equivalent is, shal-befor the portion of the body receiving the high-

est exposure, determined as follows:

1. Nochange.

2. When a protective apron is worn and monitoring is conducted as specified in R12-1-419(B) R12-1-419(A X4}, the
effective dose equivalent for external radiation shall be determined as follows:

a.  When only 1 individual monitoring device is used and it is located at the neck outside the protective apron, and
the reported dose exceeds 25% of the limit specified in R12-1-408(A), the reported deep-dose equivalent value
multiplied by 0.3 is shal-be the effective dose equivalent for externa radiation; or

b. When individual monitoring devices are worn, both under the protective apron at the waist and outside the pro-
tective apron at the neck, the effective dose equivalent for external radiation is shalt-be assigned the value of the
sum of the deep-dose equivalent reported for the individual monitoring device located at the waist under the pro-
tective apron multiplied by 1.5 and the deep-dose equivalent reported for the individual monitoring device
located at the neck outside the protective apron multiplied by 0.04.

No change.

No change.

The licensee or registrant shall reduce the dose that an individual may-be-aHewed-te receive in the current year by the
amount of occupational dose received while employed occupationally as a radiation worker by all previous employers.
See R12-1-412.

R12-1-400. Gemphaneewﬁh—R-eqw-Femen{-s-f-eF Summation of External and Internal Doses

A.

If the licensee or registrant is required to monitor accordi ng to pupsuant—te both R12 1-419(B) and (C) RE2-1-419(A)and
{B), the licensee or registrant shall add o Y g external and internal

doses, and use the sum to demonstrate comphance with dose I i mlts If the I|censee or registrant is required to monitor only
according pursuant to R12-1-419(B){AY} or only pursaant-te according to R12-1-419 (C) R12-1-419(B}, then summation
is not required to demonstrate compliance with the dose limits. The licensee or registrant may demonstrate compliance
with the requirements for summation of external and internal doses according purstant to subsections (B), (C), and (D)
belew. The dose equivalents for the lens of the eye, the skin, and the extremities are not included in the summation but are
subject to separate limits (See R12-1-408(A)(2)).

- If the only intake of radionuclides is by inhalation, the total effective dose equivalent limit is not
exceeded if the sum of the deep-dose equivalent divided by the total effective dose equivalent limit, and 1 of the follow-
ing, does not exceed unity (one):

1. Nochange.
2. No change.
3. No change.

- If the occupationally exposed individual also receives an intake of radionuclides by oral ingestion
greater than 10% of the applicable oral ALI, thelicensee or registrant shall account for thisintake and includeit in demon-
strating compliance with the limits.

Htake through-Weunds-or-Absorption-through-skin: The licensee or registrant shall evaluate and, to the extent practical,
account for intakes through wounds or skin absorption. The intake through intact skin has been included in the calculation
of DAC for Hydrogen-3 and does not need to be evaluated or accounted for pursuant to this subsection.

R12-1-411. Determination of Internal Exposure

A.

B.
C.

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

D. If the licensee or registrant chooses to assess intakes of Class Y material using the measurements given in subsection
RE2-1-411(A)(2) or (3), the licensee or registrant may delay the recording and reporting of the assessments for periods up
to 7 months, unless otherwise required by R12-1-444 or R12-1-445. This delay permits the licensee or registrant to make
additional measurements basic to the assessments.

E. If the identity and concentration of each radionuclide in a mixture are known, the fraction of the DAC applicable to the
mixture for use in calculating DAC-hours is shalt-be either:

1. Nochange.
2. Nochange.

F. If the identity of each radionuclide in a mixture is known, but the concentration of 1 or more of the radionuclides in the
mixture is not known, the DAC for the mixture is-shalHbe the most restrictive DAC of any radionuclide in the mixture.

G. When amixture of radionuclides in air exists, a licensee or registrant may disregard certain radionuclides in the mixture
if:

1. Thelicensee or registrant uses the total activity of the mixture to demonstrate ir-demenstrating compliance with the
dose limitsin R12-1-408 and to comply ir-eemplying with the monitoring requirementsin R12-1-419 R12-1-419(B),

and
2. Nochange.
3. Nochange.
H. No change.
1. Nochange.

2. For an ALI and the associated DAC determined by the nonstochastic organ dose limit of 0.5 Sv (50 rem), the intake
of radionuclides that would result in a committed effective dose equivalent of 0.05 Sv (5 rem), that is, the stochastic
AL, islisted in parenthesesin Table | of Appendix B. The licensee or registrant may, as a sampling assumption, use
the stochastic ALI to determine committed effective dose equivalent. However, if the licensee or registrant uses the
stochastic ALI, the licensee or registrant shal also demonstrate that the limit in R12-1-408(A)(1)(b)

R12-1-406(A)}(1)(b) is met.

R12-1-415. Doseto an Embryo or + Fetus

A. A Thelicensee or registrant shall ensure that the dose to an embryo or_/ fetus during the entire pregnancy, due to occupa-
tional exposure of a declared pregnant woman, does not exceed 5 mSv (0.5 rem). Records shall be maintained according
to r-aecerdance with R12-1-419(D)(4) and (5) R12-1-41(C)H4)-and(5).

B. The licensee or registrant shall make efforts to avoid substantial variation above a uniform monthly exposure rate to a
declared pregnant woman se-as to satisfy the limit in subsection (A) abeve.

C. Thedoseto an embryo or { fetus is shal-betaken-as the sum of:

1. Nochange.
2. The dose to the embryo or { fetus from radionuclides in the embryo or / fetus and radionuclides in the declared preg-
nant woman.

D. If by the time the woman declares pregnancy to the licensee or registrant, the dose to the embryo or / fetus has exceeded
4.5 mSv (0.45 rem), the licensee or registrant is shalt-be deemed to be in compliance with subsection (A) abeve, if the
additional dose to the embryo or / fetus does not exceed 0.5 mSv (0.05 rem) during the remainder of the pregnancy.

R12-1-418. Surveysand Monitoring
A. Eachlicensee or registrant shall make, or cause to be made, surveysthat are necessary:
1. For Arenecessary-for the licensee or registrant to comply with Article 4, and
2. Under A+renecessary-tnder the circumstances to evaluate:
a. Nochange.
b. Nochange.
¢. Nochange.

B.& AII personnel dosu meters except for d| rect and |nd| rect read| ng pocket ionization chambers and those d05| meters used to
measure the dose to any extremity, that require processing to determine the radiation dose and that are used by licensees
and registrants to comply with R12-1-408, with other applicable provisions of these rules regulations, or with conditions
specified in alicense or registration shall be processed and evaluated by a dosimetry processor:

1. Holding current personnel dosimetry accreditation from the National Voluntary Laboratory Accreditation Program
(NVLAP) of the National Institute of Standards and Technology, pursuant to NVLAP PROCEDURES published
November 1990 as Edition NISTIR-4493 by the U. S. Department of Commerce, incorporated herein by reference
and on file with the Secretary of State, containing no future editions or amendments; and.

2. Nochange.
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C.B- No change.
D.E- Records.

1.

2.

Each licensee or registrant shall maintain records showing the results of surveys and-ealibrations-required by this Sec-
tion and R12-1-433(B). The licensee or registrant shall retain these records for 3 three years after the record is made.
No change.

a. Nochange.

b. Nochange.
¢. Nochange.
d. Nochange.

R12-1-419. Conditions Requiring Individual Monitoring of External and Internal Occupational Dose
A. Each licensee or registrant shall monitor exposures from sources of radiation at levels sufficient to demonstrate compli-

B. &

ance with the occupational dose limits of this Arti cI e A&&m%mum—

At aminimum each licensee or registrant &

shall supply and require the

use of individual monitoring devices by:

1

N

Bl

& Adultslikely to receive, in 1 year from sources external to the body, a dose in excess of 10% of the limitsin R12-

1-408(A);

b:  Minors and declared pregnant women likely to receive, in 1 year from sources external to the body, a dose in

excess of 10% of any of the applicable limits in R12-1-414 or R12-1-415;

€ Individuals entering a high or very high radiation area; and

& Individuals working with open beam fluoroscopic systems capable of exposing the individuals to 10% of the lim-

its in R12-1- 408(A) The |nd|V|duaJ monltorlnq device shall be located on the person according to the following

reguirements: ,

at Anindividua m0n|tor| ng dewce used for the dose to an embryo or / fetus of adeclared pregnant woman, accord-
ing to R12-1-415(A) pursuantto-R12-1-408-(A)}, shall belocated under the protective apron at thewaist. A qual-
ified expert shall be consulted to determine the dose to the embryo or / fetus for the rare occasion in which this
individual monitoring device has a monthly reported dose equivalent value in excess of 0.5 mSv (50 mrem). For
purposes of these rules regulations, the value to be used for determining the dose to an embryo or £ fetus accord-
ing to pursdant-te R12-1-415 (C)(1), for occupational exposure to radiation from medical fluoroscopic equip-
ment is shal-be 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 her work environment by a qualified
expert.

b.H- Anindividual monitoring device used for eye dose equivalent shall be located at the neck, or an unshielded loca-
tion closer to the eye, outside the protective apron.

c.i=When only 1 individual monitoring device is used to determine the effective dose equivalent for external radia-
tion according to pursdantte R12-1-408 (C)(2), it shall be located at the neck outside the protective apron. When
a2nd individual monitoring device is used; for the same purpose, it shall be located under the protective apron at
thewaist. (Note: The second individual monitoring device is required for a declared pregnant woman.).

C.B-At As aminimum, each licensee or registrant shall monitor, to determine compliance with R12-1-411, the occupational
intake of radioactive material-by and assess the committed effective dose equivalent to:

1. Adultslikely to receive, in 1 year, an intake in excess of 10 percent of the applicable ALl in Table I, Columns 1 and
2, of Appendix B; and

2. Minors and declared pregnant women likely to receive, in 1 year, a committed effective dose equivalent in excess of
0.5 mSv (0.05 rem).

D.S-Records.

1. Each licensee or registrant shall maintain records of doses received by all individuals for whom monitoring is
required according to pursdant-te this Section, and records of doses received during planned special exposures, acci-
dents, and emergency conditions. Assessments of dose equivalent and records made using unitsin effect before Janu-
ary 1, 1994, need not be changed. These records shall include, when applicable:

a. The deep dose equivalent to the whole body, eye dose equivalent, shallow dose equivalent to the skin, and shal-
low dose equivalent to the extremities;

b. The estimated intake of radionuclides, see R12-1-409;

¢. The committed effective dose equivalent assigned to the intake of radionuclides;

d. The specific information used to cal culate the committed effective dose equivalent according topursdantte R12-
1-411 (C);

e. Thetota effective dose equivaent when required by R12-1-409; and

f. Thetotal of the deep dose equivalent and the committed dose to the organ receiving the highest total dose.

2. The licensee or registrant shall make entries of the records specified in Paragraph-C—1-subsection (D)(1) abeve, at

intervals not to exceed 1 year.
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3. The licensee or registrant shall maintain at the inspection site the records specified in Paragraph-©—% subsection
(D)(1) abeve, on Agency Form Z (available from the Agency), in accordance with the instructions for Agency Form
Z, or in clear and legible records containing all the information required by this subsection.

4. The licensee or registrant shall maintain the records of dose to an embryo or / fetus with the records of dose to the
declared pregnant woman. The declaration of pregnancy, including the estimated date of conception, shall also be
kept on file, but may be maintained separately from the dose records.

5. Thelicensee or registrant shall retain each required form or record for 3 three years after the Agency terminates each
pertinent license or registration requiring the record.

R12-1-442. Agency I nspection of Shipments of Waste

Each shipment of waste to a Heensed disposal facility, licensed under R12-1-1302(D)(11), is shal-be subject to inspection by
the Agency prior to shipment. The waste shipper shall notify the Agency not less than 5 five working days prior to the sched-
uled shipment of the intent to transport waste to the licensed land disposal facility.

R12-1-449. Survey Instruments
A. Each licensee or registrant shall ensure that survey instruments used to show compliance with this Article have been cali-

brated before first use, annually, and following repair, unless otherwise specified in this Chapter.

B. To satisfy the requirements of subsection (A). the licensee or registrant shall:

1. For each scaleto be calibrated, calibrate 2 readings separated by at least 50 percent of scalerating; and

2. Conspicuoudly note on the instrument the apparent radiation level, in appropriate units for the type of survey instru-
ment being used and the date of calibration.

Each licensee or registrant shall check each survey instrument for proper operation with the dedicated check source after

calibration and before each use.

The licensee or registrant shall retain arecord of each calibration required in subsection (A) for 3 years. The record shall

include:

1. A description of the calibration procedure; and

2. A description of the source used, the certified dose rates from the source, the rates indicated by the instrument being
calibrated, the correction factors deduced from the calibration data, the signature of the individual who performed the
calibration, and the date of calibration.

To meet the reguirements of subsections (A).(B), and (C). the licensee or registrant may obtain the services of persons

licensed or registered by the Agency, the NRC, an Agreement State, or a Licensing State to perform calibrations of survey

instruments. Licensing records of the service person authorization shall be maintained for 3 years by the licensee or reg-

istrant obtaining the service.

R12-1-450. Sealed Source Requirements

A. Any licensee who possesses and uses sealed sources containing radioactive material shall follow the radiation safety and
handling instructions approved by the Agency; or follow the radiation safety and handling instructions furnished by the

manufacturer on the label attached to the source, on the permanent container of the sources or in the leaflet or brochure
that accompanies the source, and maintain the instructions in a legible and conveniently available form. If the handling
instructions, leaflet, or brochure is no longer available or a copy cannot be obtained from the manufacturer, the licensee
shall notify the Agency that the source information is no longer available.

Any licensee who possesses and uses calibration and reference sources shall, unless otherwise specified, conduct a physi-
cal inventory, at intervals not to exceed 6 months, to account for all sealed sources of radioactive material received and
possessed under a radioactive material license. The records of the inventory shall be maintained for 3 years from the date
of the inventory, and shall be available for inspection by the Agency. The information recorded shall include the kind and
quantity of radioactive material, the model and serial number of the source or the device in which it is mounted, the loca-
tion of the sealed source, the date of the inventory, and the signature of the person performing the inventory.

Any licensee who possesses and uses sealed sources in the practice of medicine shall conduct a physical inventory accord-
ing to therequirementsin 12 A.A.C. 1, Article 7.

ARTICLE 5. RADIATION SAFETY REQUIREMENTSFOR INDUSTRIAL RADIOGRAPHIC OPERATIONS

(@

[©

[m

[

(@

R12-1-511. License and Registration Application Requirements For Industrial Radiography
If alicensee has satisfied Hr-addition-te the licensing requirements set forth in R12-1-309, the Agency shall issue a specific
license or registration for industrial radiography wiH-be-issued-enly if:

1. The applicant has prevides a program to provide previding the instruction specified in R12-1-521 for radiographers
and assistant radiographers. The applicant shall submit and-submits to the Agency a schedule or description of the
training program which specifies the:

a. Nochange.
b. Nochange.
¢. Nochange.
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d. Means of testing to be used by the licensee or registrant to determine a radiographer’s or assistant radiographer’s
knowledge and understanding afid ability to comply with the Agency’s rules and licensing requirements, and
the operating and emergency procedures of the applicant

2. No change.

3. The applicant hagil-have an internal inspection prograsystemadequate to assure that Agency rules, Agency
license and registratigrovisions, and the applicant's operating and emergency procedures are followed by radiogra-
phers;andradiographer's assistants. The inspection progamtenshall include-the-perfermanee ioternal inspec-
tions at intervals not to exceedt®ee months and inspection record retentihie—retention—ofrecerds—ef-such
inspectiondor 2 twe years;

4. The applicant submits to the Agency a description of the overall organizational structure of the instruction program
the-industrial-radiegraphy-prograimcluding specified delegations of authority and theponsibility for operation
of the program;

5. No change.

a. No change.
b. No change.
c. No change.
6. No change.
R12-1-541. Enclosed Radiography Using X-ray Machines
A. No change.
1. No change.
2. Physical radiation surveys shall be performed with a survey instrument appropriate for the energy range and levels of

radiation to be assessed and-which-has bakiorated within the preceding 12 months

B. The registrant shall ensure that cabi@abiretx-ray systems not exempted in subsection-{A}abeve abalply with_the

recordkeeping requiremerdati-otherapplicable-provisiend this Article and the following special requirements:

1.

2.
3.
4

5.

No change

No change.

No change

The registrant shall make, or cause to be made, evaluations of each x-ray system to determine conformance with this
Article, prior to placing such systems into use and thereafter at intervals not to exbessh®nths. Records of

such evaluations shall be retained faw® years, and

Physical radiation surveys to satisfy the requirements of subsectiparégraph-(4)-aboevghall be performed only

with instrumentation meeting the requirements of R12-1-504.

C. The registrant shall ensure that shiel@dseldedroom x-ray systems-shalbmply with_the recordkeepingH-otherapph-

eablerequirements of this Article and the following special requirements

1.
2.
3.

No change.

No change.

Each access point shall be provided witlw8 interlocks, each on a separate circuit so that failureinterlock

will not affect the performance of the other;

No change.

The registrant shall make, or cause to be made, evaluations of each shielded room x-ray system prior to placing the
system into use and thereafter at intervals not to exceed 3 months to determine conformation with this Article.
Records of such evaluations shall be retained fem3/ears.

No change.

No change.

No change.

An individual shall noNe-individual-shalloccupy the interior of any shielded ro@melesedk-ray system during
production of radiation; and

. The registrant shall provide personnel monitoring devices that meet the requirements of R12-1-528{@}dbo

Feqw-Fe—the—use—ef—byach shlelded room x-ray machme operator, and requwe that each ODerator use the devices.
guirements of

11. The registrant shall maintain records of:

a. Quarterly inventories for mobile systems, as prescribed in R12-1-506;
b. Utilization of all systems, as prescribed in R12-1-507; and
c. Records shall be maintained for 3 years from the date of the inventory or utilization.

ARTICLE 6. USE OF X-RAYSIN THE HEALING ARTS

R12-1-606. Fluoroscopic Systems irstalations
A. No change.
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No change.

No change.

No change.

No change.

No change.

o change.

No change.

No change.

No change.

No change.

a. Nochange.

b. Nochange.

c. Compliance with subsection R12-1-606(B)(4)(a) and (b) shall be determined with the image receptor positioned
35.5 centimeters (14 inches) from the panel or table top, at normal operating technical factors and with the atten-
uation block in the useful beam for systems with image intensification.

C. Nochange.
1. Nochange.
2. Nochange.
a. Nochange.
b. Nochange.
3. Nochange.
No change.
No change.
No change.
No change.
No change.
In alateral-type fluoroscope, the exposure rate shall be measured at a point 15 centimeters (5.9 448 inches) from
the centerline of the x-ray table and in the direction of the x-ray source with the end of the beam-limiting device
or spacer positioned as closely as possible to the point of measurement. If the tabletop is movable, it shall be
positioned as closely as possible to the lateral x-ray source, with the end of the beam-limiting device or spacer no
closer than 15 centimeters (5.9 438 inches) to the centerline of the x-ray table.
D. The sourceto skin distance shall not be less than: Sedree-to-skin-distanee
Fhesodreeto-skin-distanceshal-net-betessthan:
& 38 centimeters (15 inches) on stationary fluoroscopes installed after the effective date of this Section;
b: 35.5 centimeters (14 inches) on stationary fluoroscopes which are in operation prior to the effective date of this
Section; January 2, 1996,
€& 30 centimeters (11.8 inches) on all mobile fluoroscopes; and
e 20 centimeters (8 79 inches) for image intensified fluoroscopes used for specific surgical application. The regis-
trant shall follow any Drecautlonarv measures in the users operan nq manual Fhe-users-operating-manua-mustpre-

L
PWONPZOMWDNE

NI W sl <

;: & A shleldl ng de\/lce of aI Ieast 0. 25 m|II|meter lead equwal ent shall be provided for coveri hg the Bucky slot dur—
ing fluoroscopy;
2. b Except for fluoroscopy performed using portable or mobile C-arm systems or S-Arm-PM-deviees-and during sur-

gical procedures, protective drapes, or hinged or sliding panels; of at least 0.25 millimeters lead equivalent, shall be
provided between the patient and fluoroscopist to intercept scattered radiation which would otherwise reach the fluo-
roscopist and others near the machine, but drapes and panels shall not be substituted for ang-deviees shal-net-sabsti-
tute-forwearing-of a protective apron; and
e Protective aprons of at least 0.25 millimeter lead equivalent shall be worn in the fluoroscopy room by each per-
son, except the patient, whose body is likely to be exposed to 50 uSv/hr (5 mR/hr)smRAror more«{(50-uSwhr)
F. No change.

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

stidined for mobile fluoroscopy

shall be prowded with image |nten5|f|cat|on.
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R12-1-612. X-ray and Electron Therapy Systems with Energies of 1 MeV_and Above electren-therapy-systems-with
energies-of-ene-Mev-and-abeve

A. No change

1. Nochange.
a. Nochange.
b. Nochange.

c. Leakageradiationmeasdrements: L eakage radiation measurements made at any point 1 meter from the path of
the charged particle between its point of origin and the target, window or scattering foil shall meet the require-
ments of subsection(A)(1)(a) and (b) when computed as a percentage of the dose rate equivalent of the unattenu-
ated useful beam measured at 1 meter from the virtual source. Leakage radiation measurements at each point
shall be averaged over an area up to but not exceeding 100 square centimeters (15.5 square inches).

d. Theregistrant shall maintain, for mspectlon by the Agency, records which show Ieakage radiation measurements
for thelife of the operation a es

2. Nochange.
3. Nochange.

a. Nochange.

b. Nochange.

¢. Nochange.

d. Nochange.
e
f

No change.
. Nochange.
4. No change.
No change
No change.
No change.
No change.
No change.
i. Nochange.
ii. No change.
iii. No change.
. Nochange.
g- Nochange.

i. Nochange.

ii. Nochange.

iii. No change.

iv. Haterruption-switehes: It shall be possible to interrupt irradiation and equipment movements at any time from
the operator’s position at the treatment control panel. Following an interruption, it shall be possible to restart
irradiation by operator action without any reselection of operating conditions. If any change is made of a
preselected value during an mterruptlon the equipment shall go to termination condition.

v. Ferminationswitehes: It shall be possible to terminate irradiation and equipment movements, or go from an
interruption condition to termination conditions at any time from the operator’s position at the treatment con-

Pop o

trol panel.

5. Nochange.

a. Nochange.

b. Nochange.

¢. Nochange.
6. Nochange.

a. Nochange.

b. Nochange.

¢. Nochange.

d. Nochange.
7. Nochange.

a. Nochange.

b. Nochange.

¢. Nochange.

d. Nochange.
8. Nochange

a. Nochange.

b. Nochange.

June 11, 1999 Page 1891 Volume 5, | ssue #24



Arizona Administrative Register

Notices of Final Rulemaking

¢. Nochange.

d. Nochange

e. Nochange.

f.  Nochange.

9. Nochange.

a. Nochange.

b. Nochange.

¢. Nochange.

10. No change.
B. Facility and shielding requirements.
1. In addition to protective barriers sufficient to ensure compliance with Article 4 of this Chapter, all of the following
design requirements shall apply:

a. Nochange.

b. Nochange.

c.  Windows, mirrors, operable closed-circuit television, or other equivalent viewing systems shall be provided to
permit continuous observation of the patient during irradiation and shall be so located that the operator may
observethe patlent from the treatment control panel When%hewa«mg—s,tstemks-by—eleeﬂememeaﬂs{e-g—tete

d. No change

e. Nochange.

f.  Nochange.

2. A qualified expert trained and experienced in the principles of radiation protection shall perform a radiation protec-

tion survey on al installations prior to human use and after any change in an installation that might produce a radia-

tion hazard. The person shall provide the survey results in WI’ItI ng to the |nd|V|duaI in charqe of the installation and

transmlt acopy of the survey results to the Aqencv A

3. Nochanges.
a. Nochange.

b. No change.

c. Cdlibration of aparticle accelerator shall be made by, or under the supervision of a person having met the quali-
fication reguirements specified in R12-1-904(F) trained-and-experienced-inperforming-calibrations, and a copy
of the calibration report shall be maintained by the registrant for inspection by the Agency.

d. Nochange.

i. Nochange.

ii. Nochange.

iii. No change.

iv. No change.

v. The calibration determinations above shall be provided in sufficient detail such that the absorbed doseto tis-
sue in the useful beam may be calculated to within +/-5% wiedth+5-pereent.

e. Nochange.

f. A copy of the current calibration report shall be available in the therapy facility at-the-therapy-controlpanel for
use by the operator, and the report shall contain the following information:

i. The action taken by the person performing the calibration if it indicates a change has occurred since the |ast
calibration;
ii. A listing of the persons informed of the change in calibration results; and
iii. A statement as to the effect the change in calibration has had on the therapy doses prior to the current cali-
bration finding.
C. Nochange.
1. Nochange.
2. Nochange.
3. Nochange.
4. No change.
5. Nochange.
D. No change.
1. Only Neindividual-etherthan the patient shall be in the treatment room during irradiation.
2. Nochange.
3. Nochange.
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ARTICLE 7. USE OF RADIONUCLIDESIN THE HEALING ART S USE-OFSEALEBD-RABDICAGCTNESOURGES

the medical use of radionuclides. These requirements provide for the protection of the public health and safety, and are in

addition to, and not in substitution for, other requirements in this Chapter.

R12-1-702. Definitions
"Authorized user" means a physician licensed in Arizonato practice medicine and who is identified as:
1. An authorized user on an Agency, Nuclear Regulatory Commission (NRC), or Agreement State license that autho-
rizes the specified medical use; or
2. A userin amedical use broad scope program, licensed by the Agency, NRC or Agreement State to select its own
authorized users in accordance with the training standards contained in this Article.
A= “Brachytherapy” means a method of radiation therapy in which a saaledeapsulatezburce or group of sealsdurces
is utilized to deliver beta or gamma radiation at a distance of up to a few centimeters, by surface, intracavitary, intralumi-
nal, intereavitaryor interstitial application.
“High dose rate afterloading brachytherapy” means the treating of human disease using the radiation from a radioactive
sealed source containing more than 1 curie of radioactive material. The radioactive material is introduced into a patient’s
body using a device that allows the therapist to indirectly handle the radiation source during the treatment. For purposes
of the requirements in this Article “pulse dose rate afterloading brachytherapy” is included in this definition.
"Medical institution” means an organization in which several medical disciplines are practiced.
"Medical use" means the intentional internal or external administration of radioactive material, or the radiation from it, to
an individual under the supervision of an authorized user.
“Misadministration” means:
1. The administration of a radiopharmaceutical or the radiation from a sealed source, administered for therapy purposes
and involving:
a. The wrong radiopharmaceutical or sealed source; or
b. The wrong patient; or
The wrong route of administration; or
d. A dose to an individual that differs from the prescribed dose by 20%; or
The administration of a diagnostic dose of a radiopharmaceutical involving:
a. The wrong patient, or
b. The wrong radiopharmaceutical, or
c. The wrong route of administration; or
d. A dose to an individual that exceeds 5 rems effective dose equivalent or 50 rems dose equivalent to any individ-
ual organ: or
3. A therapeutic radiation dose from a sealed source such that errors in the source calibration, time of exposure, and
treatment geometry result in a calculated total treatment dose differing from the final, prescribed total treatment dose
by more than 10 percent.
"Radiopharmaceutical" means any drug that exhibits spontaneous disintegration of unstable nuclei with the emission of
nuclear particles or photons and includes any nonradioactive reagent kit or nuclide generator that is intended to be used in
the preparation of any such substance.
“Remote afterloading brachytherapy device” means a device used in radiation therapy that allows the authorized user to
insert, from a remote location, a radiation source into an applicator that has been previously inserted in an individual
requiring treatment.
“ Stereotactic radiosurgery” means the use of external radiation in conjunction with a stereotactic guidance device to very
precisely deliver a dose.
B- “Teletherapy” means therapeutic irradiation in which_the sesdedce of radiation is at a distance from the body.
"Written directive" means an order in writing for a specific individual, or a diagnostic standing procedure for a group of
patients written by an authorized user and on file with the licensee. The order or standing procedure shall be dated and
signed by an authorized user prior to the administration of a radiopharmaceutical or radiation.

1o

[N

v
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R12-1-703. Licensefor Medical Use of Radioactive M aterial
A. In addition to the requirements set forth in R12-1-309, the Agency shall issue a specific license for medical use of radio-

active material in medical institutions, which will be issued if:

1. The applicant has appointed a radiation safety committee, meeting the requirements in R12-1-706, that will oversee
the use of licensed material throughout the medical institution and review the medical institution’s radiation safety
program;

The applicant possesses facilities for the clinical care of patients;
Any physician designated on the application as an authorized user has substantial training and experience in the han-

dling and administration of radioactive material and, where applicable, the clinical management of radioactive
patients; and

oo
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4. If the application isfor alicense to use unspecified quantities or multiple types of radioactive material, the applicant’s

staff has substantial experience in the use of avariety of radioactive materials for a variety of medical purposes.

B. Specific licensesto individual physicians for medical use of radioactive material:

1. TheAgency shall approve an application by an individual physician or group of physicians for a specific license gov-

erning the medical use of radioactive material if:

o = I»

=

N

The applicant satisfies the general requirements in R12-1-309;

The application isfor use in the applicant’s practice at an office outside of a medical institution;

The applicant has access to a medical institution with adequate facilities to hospitalize and monitor the appli-
cant’s radioactive patients whenever it is advisable; and

The applicant has substantial experience in the handling and administration of radionuclides, and where applica-
ble, the clinical management of radioactive patients.

The Agency shall not approve an application by an individual physician or group of physicians for a specific license

to receive, possess, or use radioactive material on the premises of amedical institution unless:

a

b.

The use of radioactive materia islimited to:
i. Theadministration of radiopharmaceuticals for diagnostic or therapeutic purposes;

ii. The performance of diagnostic studies on patients to whom a radiopharmaceutical has been administered;

iii. The performance of in vitro diagnostic studies, or

iv. The calibration and quality control checks of radioactive assay instrumentation, radiation safety instrumen-
tation, or diagnostic instrumentation;

The physician brings the radioactive material and removes the radioactive material upon departure; and

The medical institution does not hold a radioactive materials license under subsection (A).

C.
C. Specific licenses for certain groups of medical uses of radioactive material

1. Subject to the provisions of subsections (C) (2). (3). and (4), the Agency shall approve an application for a specific

license under subsections (A) or (B), for any medical use or uses of radioactive material specified in 1 or more of

Groups| to V, inclusive, in Exhibit A of this Article for al of the materials within the group or groups in the applica-

tion if:

a
b.

o

=

N

The applicant satisfies the requirements of subsections (A), (B). and (D);

The applicant, or any physician designated in the application as an individual user meets the qualifications in
R12-1-704;

All other personnel who will be involved in the preparation and use of the radioactive material have adequate
training and experience in the handling of radioactive material appropriate to their participation in the uses
included in the group or groups;

The applicant’s radiation detection and measuring instrumentation is adequate for conducting the procedures
involved in the uses included in the group or groups;

The applicant’s radiation safety operating procedures are adequate for handling and disposal of the radioactive
material involved in the usesincluded in the group or groups.

Any licensee or registrant who is authorized to use radioactive material according to 1 or more groups in subsection

(C) (1), and Exhibit A of this Articleis subject to the following conditions:

a

=3

|©
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For Groups [, II, IV and V, a licensee or registrant shall not receive, possess, or use radioactive material as a
radiopharmaceutical unless manufactured in the form to be administered to the patient, labeled, packaged, and
distributed according to a specific license issued by the Agency under R12-1-311(J), a specific license issued by
the U.S. Nuclear Regulatory Commission under 10 CFR 32.72, 1998 Edition, published January 1, 1998, incor-
porated by reference and on file with the Agency and the Office of Secretary of State (This incorporation by ref-
erence contains no future editions or amendments), or a specific license issued by an Agreement State or a
Licensing State under equivalent rules.

For Group 111, alicensee or registrant shall not receive, possess, or use generators or reagent kits that contain

radioactive material to prepare radiopharmaceutical s containing radioactive material, except:

i. Reagent Kkits that do not contain radioactive material, approved by the Agency, the U.S. Nuclear Regulatory
Commission, or an Agreement State or Licensing State for use by persons licensed under subsection (C) and
Exhibit A of this Article or equivalent regul ations; or

ii. Generators or reagent kits that contain radioactive material which are manufactured, |abeled, packaged, and
distributed according to a specific license issued by the Agency under R12-1-311(K).

For Group 111, any licensee who uses generators or reagent kits shall:

i.  Elutethe generator according to instructions furnished by the manufacturer or located on the generator |abel,
leaflet, or brochure which accompanies the generator or reagent kit;

ii Before administration to patients, or distribution to authorized recipients for administration to patients, cause
each elution or extraction of technetium-99m from a molybdenum-99/technetium-99m generator to be tested
to determine either the total molybdenum-99 activity or the concentration of molybdenum-99, according to
written procedures and by personnel who have been specifically trained to perform the test;
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Prohibit the administration or distribution for administration of technetium-99m that, at the expiration date

and time shown on the container label, contains more than 5.6 kBq (0.15 microcuries) of molybdenum-99

per 37 MBq (1 millicurie) of technetium-99m. The licensee shall determine an _action level for molybde-

num-99/technetium-99m at elution so that the above concentration is not exceeded by radiopharmaceutical

expiration. For example, the maximum concentration is 2.6 kBg (0.07 microcurie) per 37 MBqg (1 millicurie)

at elution for a dose that expires 6 hours later. The licensee shall ensure that the limits above are not

exceeded for any single patient dose by checking the expiration time on the container label. The results of

each test performed to detect and quantify molybdenum-99 contamination and records of training given to

personnel performing these tests shall be maintained for 3 years for Agency inspection; and

For Groups|, 1I, and 111, any licensee using radioactive material for clinical procedures other than those specified

in the product labeling or package insert shall do so according to an authorized user’s directive. Any deviation

from the product labeling shall be recorded. Records shall be maintained for Agency review for 3 years from the

date of the administration of the radiopharmaceutical.

Any licensee who is licensed according to subsection (C)(1), for 1 or more of the medical use groups in Exhibit A

also is authorized to use radioactive material under the general license in R12-1-306(F) for the specified in vitro uses

without filing Form ARRA-9 as required by R12-1-306(F)(2); provided, that the licensee is subject to the other provi-

sions of R12-1-306(F)
4. Any licensee who is licensed according to this Section is authorized to receive, possess, and use calibration and ref-

erence radioactive sealed sources in accordance with R12-1-711:

D. In addition to the requirements set forth in R12-1-309, the Agency shall issue a specific license for medical use of sealed
sources only if the applicant or, if the application is made by a medical institution, the individual user has the qualifica-
tions listed in R12-1-704:

=

o

e, the maxi-
mechanism is
e housing,

Sinment i dafter May iati at-6 meter from the
e hanism-is jti entg r(8.7m Sv/

he-housing for
ighed so that it

y-breakdown
idly restore

he-beam is on

N

estraining

0 a ieR-ir accordance
0 e de-by-wipine i 3 of the hous-
iti i ese-wipes-fo entamination.

ent from the

a new

Volume 5, |ssue #24 Page 1896 June 11, 1999



Arizona Administrative Register

Notices of Final Rulemaking

June 11, 1999 Page 1897 Volume 5, | ssue #24



Arizona Administrative Register
Notices of Final Rulemaking

R12-1-704. Supervision
A. For purposes of this rule “supervision” means the exercise of control over or direction of the use of radioactive material in

the practice of medicine by an authorized user named on a radioactive material license. Supervision does not require a
supervising physician’s constant physical presence if the supervising physician can be easily contacted by radio, tele-
phone, or telecommunication.

B. A physician may use radioactive material if he or she is licensed by the Arizona Board of Medical Examiners or Board of
Osteopathic Examiners in Medicine and Surgery and is listed as an authorized user on a radioactive material license
issued by the Agency, NRC, or Agreement State, authorizing the use of radioactive material for medical purposes.

C. A physician, having the training and experience listed in 10 CFR 35, 1998 Edition, published January 1, 1998, which is

incorporated by reference and on file with the Agency and the Office of Secretary of State, or a physician under the super-
vision of a physician having the qualifications listed above, may use radioactive material for medical purposes. This
incorporation by reference contains no future editions or amendments.

D. An authorized user, approved to prescribe radiopharmaceuticals for therapy purposes on a radioactive materials license,
shall be physically present when a radiopharmaceutical is administered to a human being for therapeutic purposes.

R12-1-705. Radiation Safety Officer
A licensee shall appoint a Radiation Safety Officer who is responsible for implementing the radiation safety program. The lic-

ensee, through the Radiation Safety Officer, shall ensure that radiation safety activities are being performed accading to thi
Chapter and Agency approved procedures.

R12-1-706. Radiation Safety Committee
A medical institution Radiation Safety Committee shall meet the following requirements:

1. Administrative requirements:

a. Committee membership shall consist of at least 3 individuals and shall include an authorized user of each type of
use permitted by the license, the Radiation Safety Officer, a representative of the nursing service, and a represen-
tative of management who is neither an authorized user nor a Radiation Safety Officer. Other members may be
included as the licensee deems appropriate.

b. The Committee shall meet at least once each calendar quarter, unless otherwise specified by license condition.

c. To establish a guorum and to conduct business, 1/2 of the Committee's membership shall be present, including
the Radiation Safety Officer and the management representative.

d. The minutes of each Radiation Safety Committee meeting shall include:

The date of the meeting;

Members present;

Members absent;

A summary of deliberations and discussions;

v. Recommended actions and the numerical results of all ballots; and
vi. A reference to the review required in R12-1-407.

The Committee shall provide each member with a copy of the meeting minutes, and retain 1 copy for 3 years.

e.

Oversight; the Committee shall:
a.

b.

REFT

<

o

Review the radiation protection program for all sources of radiation as required in R12-1-407;

Establish a table of investigational levels for occupational dose that, when exceeded, will initiate investigations
and considerations of action by the Radiation Safety Officer; and

Establish the safety objectives of the quality management program required by R12-1-707.

1o

R12-1-707. Quality Management Program
Each licensee, using radioactive material or the radiation from radioactive material for therapeutic purposes, shall establish
and maintain a written quality management program so that radioactive material or radiation from it will be administered as
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directed by an authorized user. The quality management program shall include written policies and procedures to meet the spe-

cific patient safety objectives established by the Radiation Safety Committee or Radiation Safety Officer for licensees not
required to have a Radiation Safety Committee.

R12-1-708. Misadministration Reportsand Records
A. Reports of therapy misadministrations.

1. When a administration involves any therapy procedure, the licensee shall notify the Agency by telephone. The lic-

ensee shall also notify the referring physician of the affected patient and the patient or a responsible relative or guard-
ian, unless the referring physician personally informs the licensee either that he or she will inform the patient, or that
in his or her medical judgment, telling the patient or the patient’s responsible rel ative or guardian would be harmful to
1 or the other, respectively. These notifications shall be made within 24 hours after the licensee discovers the misad-
ministration. If the referring physician or the patient’s responsible relative or guardian cannot be reached within 24
hours, the licensee shall notify them as soon as practicable. The licensee shall not delay medical care for the patient
because of notification problems.
Within 15 days after theinitial therapy misadministration report to the Agency, the licensee shall report, in writing, to
the Agency and to the referring physician and furnish a copy of the report to the patient or the patient’s responsible
relative or guardian, depending on who was previously notified by the licensee under subsection (A)(1). The written
report shall include the licensee’s name, the referring physician’s name, a brief description of the event, the effect on
the patient, the action taken to prevent recurrence, whether the licensee informed the patient or the patient’s responsi-
blerelative or guardian, and if not, why not. The report shall not include the patient’s name or other information that
could lead to identification of the patient.
When a misadministration involves a diagnostic procedure, the licensee shall notify, in writing, the referring physician
and the Agency. A licensee’s report of a diagnostic misadministration is due within 10 days after the end of the calendar
guarter (defined by March, June, September and December) in which the misadministration occurs. The written report
shall include the licensee's name, the referring physician's name, a description of the event, the effect on the patient, and
the action taken to prevent recurrence. The report shall not include the patient's name or other information that could lead
to identification of the patient.
Each licensee shall maintain, for Agency inspection, records of all misadministrations of radiopharmaceuticals or radia-
tion from teletherapy or brachytherapy sources. These records shall 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 soci
security number or other 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. These records shall be preserved until the Agency authorizes disposal

R12-1-709. Reserved

R12-1-710. Visiting Authorized User

A. A licensee may permit any visiting authorized user to use licensed material for a medical purpose under the terms of the
licensee's license for 60 days each year if:

1. The visiting authorized user has the prior written permission of the licensee's management and Radiation Safety
Committee, if applicable;

[~

[

(@

2. The licensee has a copy of an Agency, Agreement State, Licensing State, or NRC license that identifies the visiting
authorized user by name as a person authorized to use licensed material for medical purposes; and
3. Only those procedures for which the visiting authorized user is specifically authorized by an Agency, Agreement

State, Licensing State, or NRC license are performed by that individual, and
B. Alicensee need not apply for a license amendment in order to permit a visiting authorized user to use licensed material as
described in subsection (A).
C. Alicensee shall retain a copy of the license specified in subsection (A)(2) for 3 years from the date of the last visit.

R12-1-711. Calibration and Reference Sources
Any person authorized by R 12-1-703 for medical use of radioactive material may receive, possess, and use the following
radioactive material for check, calibration, and reference purposes:

A. Sealed sources manufactured and distributed by persons specifically licensed under 12 A.A.C. 1, Article 3 or equivalent
provisions of the NRC, Agreement State, or Licensing State and that do not exceed 1.1 GBg (30 millicuries) each;

B. Any radioactive material listed in Group |, Group Il, or Group IIl of Exhibit A of this Article with a half-life not longer
than 100 days. in amounts not to exceed 555 MBq (15 millicuries) total;

C. Any radioactive material listed in Group |, Group II, or Group Il of Exhibit A of this Article with half-life greater than
100 days in amounts not to exceed 7.4 MBq (200 microcuries) total; and

D. Technetium-99m in individual amounts not to exceed 1.85 GBg (50 millicuries).

R12-1-712. Sealed Sources
A. Each medical and nuclear pharmacy licensee shall conduct a gquarterly physical inventory to account for all radioactive
sealed sources received and possessed. Records of the inventories shall be maintained for inspection by the Agency anc
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shall include the guantities, kinds of radioactive material, location of sources, the date of the inventory, and signature of

the person performing the inventory.

B. A licensee shall use radioactive sealed sources for medical purposes as prescribed in R12-1-450(A).
R12-1-713. Dose Calibrators

A medical use licensee shall possess a dose calibrator and use it to measure the amount of radioactivity administered to a per-
son and to insure that the amount given to the person is the authorized user’s prescribed amount.

R12-1-714. Brachytherapy
Accountability, storage, and transit.

A.

[O @

[©

1.

2.

|

I~

5.

Except as otherwise specifically authorized by the Agency, each licensee shall keep a record of the issue and return of
all sealed sources.

When not in use, the licensee shall keep sealed sources and applicators containing sealed sources in a protective
enclosure of such material and wall thickness as is necessary to assure compliance with the provisions of 12 A.A.C. 1,
Article 4.

Each licensee shall conduct a quarterly physical inventory to account for all brachytherapy sources and devices con-
taining brachytherapy sources received and possessed. Records of the inventories shall be maintained for inspection
by the Agency and shall include the quantities and kinds of radioactive material, location of sources and devices, and
the date of the inventory.

Each licensee shall follow the radiation safety and handling instructions approved by the Agency; or follow the radi-
ation safety and handling instructions furnished by the manufacturer on the label attached to the brachytherapy
source, the device containing a brachytherapy source, the permanent container containing the brachytherapy source ,
or in the leaflet or brochure which accompanies the brachytherapy source or device, and maintain these such instruc-
tions in a legible and easily accessible form. If the handling instructions, leaflet, or brochure is no longer available or
a copy cannot be obtained from the manufacturer, the Agency shall be notified the source information is no longer
available.

A physician, transporting a brachytherapy source or applicator containing a brachytherapy source for his or her own
use in the practice of medicine, shall transport the brachytherapy source or applicator according to the requirements
in 12 A.A.C. 1, Article 15.

A licensee shall perform leak testing on brachytherapy sources for radioactive contamination as required in R12-1-417.

Radiation surveys.

1.

o

3.

A physician on a radioactive material license or gualified designee shall measure the maximum radiation level at a
distance of 1 meter (40 in.) from the patient in whom brachytherapy sources have been inserted, using a calibrated
survey instrument. This radiation level shall be entered on the patient's chart and other signs posted as required in
subsection (D).

A physician on a radioactive material license or qualified designee shall measure and record the radiation level in the
patient's room and the surrounding area. The licensee shall maintain the record for Agency inspection.

The licensee shall assure that patients treated with cobalt-60, cesium-137, iridium-192, or radium-226 implants
remain hospitalized until a source count and a radiation survey of the patient, using a calibrated survey instrument,
confirm that all radiation emitting implants have been removed.

Signs and records.

1.

o

In addition to the requirements in R12-1-429 , the licensee shall mark the bed, cubicle or room of the hospital brachy-
therapy patient with a sign indicating the presence of brachytherapy sources. This sign shall incorporate the radiation
symbol and specify the radionuclide, activity, date, and individual to contact for radiation safety instructions. The
sign is not required if any of the exceptions in R12-1-430 apply.

A physician on a radioactive material license or a qualified designee shall include the following information in the
patient's records when the patient is undergoing brachytherapy:

a. The radionuclide administered, the number of sources, the activity in millicuries, and the time and date of admin-
istration;

b. The exposure or dose rate at 1 meter, the time the measurement was made, and by whom;

c. The radiation symbol; and

d. The precautionary instructions necessary to assure that the exposure of individuatst ésesed that permit-

ted in R12-1-408.

R12-1-715. Reserved

R12-1-716. Teletherapy
A. A licensee shall use equipment that meets all of the following specifications:

1.

The teletherapy equipment housing is constructed so that, at 1 meter (40 in.) from the teletherapy source, the maxi-
mum exposure rate does not exceed 100uSv (10 mrem) per hour when the beam control mechanism is in the “off”
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position. The average exposure rate measure at a representative number of points about the housing, each 1 meter (40

in.) from the teletherapy source, does not exceed .20 uSv (2 mrem) per hour 1 _meter (40 in.) from the source.

For teletherapy equipment installed after May 15, 1967, the leakage radiation measured at 1 meter from the source
when the beam control mechanism is in the “on” position does not exceed 260 uC/kg (1 R ) per hour or 0.1 percent of
the useful beam exposure rate whichever is less.

Adjustable or removable beam-defining diaphragms allow transmission of not more than 5% of the useful beam
exposure rate.

The beam control mechanism is of a design capable of acting in any orientation of the housing. The mechanism is
designed so that it can be manually returned to the “off” position with a minimum risk of exposure.

The closing device is designed to return automatically to the “off” position in the event of any breakdown or interrup-
tion of power and stays in the “off” position until activated from the control panel.

When any door to the treatment room is opened, the beam control mechanism automatically and rapidly restores the
unit to the “off” position and causes it to remain there until the unit is reactivated from the control panel.

There is at the housing and at the control panel a warning device that plainly indicates whether the beam is on or off
and an independent radiation monitoring device which:

a. Continuously monitors the condition of the teletherapy beam and

b. Provides a continuously visible signal to the operator.

The equipment has a locking device to prevent unauthorized use.

The control panel has a timer that automatically terminates the exposure after a preset time.

10. The equipment permits continuous observation of patients during irradiation.

|o0

The authorized user shall ensure that no individual is in the treatment room during irradiation unless that individual is the

patient. Mechanical restraining or supporting devices shall be used for positioning the patient, if necessary.

(@

The licensee shall test the teletherapy sources for leakage and contamination as required in R12-1-417. The licensee shal

also wipe accessible surfaces of the housing port or collimator while the source is in the “off” position, measuring the

wipe samples for transferred contamination.

|©

Calibration requirements.

1.

[N

m

The licensee’s expert, qualified by training and experience under subsection (G), shall perform full calibration mea-
surements on each teletherapy unit:
Prior to the 1st use of the unit for treating humans.
Prior to treating humans:
i. Whenever spot-check measurements indicate that the output value differs by more than 5% from the value
obtained at the last full calibration, corrected mathematically for decay;
ii. Following replacement of the radiation source or following reinstallation of the teletherapy unit in a new
location; or
iii. Following any repair of the teletherapy unit that includes removal of the source or major repair of the com-
ponents associated with the source exposure assembly; and
At intervals not exceeding 1 year.
FuII calibration measurements include determination of:

o |

a. The exposure or dose rate, to an accuracy within +/-3% for the range of field sizes and for the range of distances
or the axis distance used in radiation therapy;

b. The congruence between the radiation field and the field indicated by the light beam localizing device;

c. The uniformity of the radiation field and its dependence upon the orientation of the useful beam;

d. Timer accuracy: and

e. The accuracy of all distance measuring devices used for treating humans.

Reserved.
The expert shall correct the exposure rate or dose rate values mathematically for intervals not exceeding 1 month.

pot check measurements.

= | [ |
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3.

The licensee’s expert or other authorized agent shall perform spot check measurements on each teletherapy unit at
intervals not exceeding 1 month.

Spot check measurements shall include determination of:

Timer accuracy;

The congruence between the radiation field and the field indicated by the light beam localizing device;

The accuracy of all distance measuring devices used for treating humans;

The exposure rate dose or a quantity related to this rate for 1 typical set of operating conditions; and

The difference between the measurement made and the anticipated output, expressed as a percentage of the antic
ipated output; (For example, the value obtained at last full calibration corrected mathematically for decay).

The expert shall establish spot check measurement procedures. If the expert does not perform the spot check mea-
surements, the results of the spot check measurements shall be reviewed by the expert within 15 days.

(ol (el ogs)

E. Dosimetry systems.
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1. The licensee’s expert shall perform full calibration measurements using a dosimetry system that has been calibrated
by the National Bureau of Standards or by a Regional Calibration L aboratory accredited by the American Association
of Physicists in Medicine. The dosimetry system shall have been calibrated within the previous 2 years and after any
servicing that may have affected system calibration.

2. Spot check measurements shall be performed using a dosimetry system that has been calibrated as required in sub:

section (F)(1). Alternatively a dosimetry system used solely for spot check measurements may be calibrated by direct
intercomparison with a system that has been calibrated according to the standards in subsection (F)(1). This alterna-
tive calibration method shall have been performed within the previous 1 year and after each servicing that may have
affected system calibration. Dosimetry systems calibrated by this alternative method shall not be used for full calibra-
tion measurements.

The licensee shall determine if a person is an expert, qualified by training and experience to calibrate a teletherapy unit,

establish procedures for spot check measurements, and review the results of such measurements. The licensee shall dete

mine that the qualified expert:

1. s certified by the American Board of Radiology in: Therapeutic Radiological Physics, Radiological Physics, Roent-
gen-Ray and Gamma-Ray Physics, or X-ray and Radium Physics; or the American Board of Medical Physicists in
Radiation Oncology Physics; or

2. Has the following minimum training and experience:

a. A Master's or Doctor's degree in physics, biophysics, radiological physics or health physics;

b. One year of full-time training in therapeutic radiological physics; and

c. One year of full-time experience in radiotherapy facility, including personal calibration and spot check of at least
1 teletherapy unit.

Licensees, that have their teletherapy units calibrated by persons who do not meet the criteria in subsections (1) and

(2) for minimum training experience, may request a license amendment excepting them from these training require-

ments. The request should include the name of the proposed qualified expert, a description of the expert’s training and

experience, including information similar to that specified in subsection (2), reports of at least 1 calibration and 1 spot
check, based on measurements personally made by the proposed expert within the last 10 years, and a written
endorsement of the expert’s qualifications by a physicist certified by the American Board of Radiology in 1 of the
specialties listed in subsection (1), based on personal knowledge.

The licensee shall maintain for inspection by the Agency: records of measurements, tests, corrective actions, and instru-

ment calibrations made under subsections (D) and (E), and records of the licensee's evaluation of the qualified expert's

training and experience under subsection (G).

1. The licensee shall preserve records of the following for 3 years after completion of each full calibration:

a. Full calibration measurements; and
b. Calibration of the instruments used to make the full calibration measurements.

2. The licensee shall preserve records of the following for 3 years after completion of each spot check:
a. Spot check measurements and corrective actions; and
b. Calibration of instruments used to make spot check measurements.

3. The licensee shall preserve records of the licensee's evaluation of the qualified expert’s training and experience for 3
years after the qualified expert's last performance of a full calibration on the licensee's teletherapy unit.

|0

R12-1-717. High Dose Rate Remote After-loading Brachytherapy Devices

A.

B.

o

|©
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Each after-loading irradiation facility shall have a system permitting continuous observation of the patient from outside

the treatment room during patient irradiation.

The licensee shall post written emergency instructions at the after-loading irradiation device operator console. These

instructions shall inform the device operator of the procedures to be followed if the source fails to return to the shielded

position.

The licensee shall ensure that the after-loading irradiator facility has the following:

1. Access to the room housing the after-loading irradiation device is controlled by a door at the entrance. The doors are
normally closed.

2. The entrance to the treatment room is equipped with an electrical interlock system that will cause the source to return
to the shielded position immediately if the entrance door is opened. The interlock system is connected in such a man-
ner that the source cannot be exposed until the entrance door is closed and the source "on-off"* control is reset at the
control panel.

The licensee shall test the electrical interlocks on the entrance door to the treatment room for proper operation at least

once a month. Records of test results shall be maintained for 3 years for inspection by the Agency.

In the event of malfunction of the door interlock, the licensee shall lock the after-loading irradiation device in the "off"

position and not use the after-loading, except as may be necessary to repair or replace the interlock system, until the inter-

lock system is shown to be functioning properly.

Before initiation of a treatment program, and after each source exchange for the after-loading device:

1. The licensee shall perform radiation surveys of the following locations:
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a.  The after-loading device source housing, with the source in the shielded position. The maximum radiation level
at 20 centimeters from the surface of the source housing shall not exceed 3 milliroentgens per hour.
b. All areas adjacent to the treatment room with the source in the exposed position. The survey shall clearly estab-

lish:

i. That radiation levels in restricted areas are not likely to cause personnel exposure in excess of the limits
specified in R12-1-408 and R12-1-414.

ii. That radiation levelsin unrestricted areas do not exceed the limits specified in R12-1-416.

iii. The activity of the source, using an Agency approved procedure and a calibrated Farmer chamber, or equiv-
aent.

2. Thelicensee shall retain records of the radiation surveysfor 3 years for inspection by the Agency.

A person shall not perform the following work without written authorization by the Agency:

1. Installation and replacement of sources contained in an after-loading irradiation device; or

2. Any maintenance or repair operation on the after-loading irradiation device involving work on the source driving
unit, or other mechanism that could expose the source, reduce the shielding around the source, or compromise the
safety of the unit and result in increased radiation levels.

Before making any changes to treatment room shielding, treatment room location, or use of the after-loading irradiation

device which could result in an increase in radiation levels in unrestricted areas outside the treatment room, the licensee

shall perform aradiation survey according to subsection (F)(1). A report describing each change, and giving the results of

each survey shall be sent to the Agency.

R12-1-718. Gamma Sereotactic Radiosurgery

@ >

o
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A licensee shall provide the manufacturer’s written radiological safety and operating instructions to each person responsi-
ble for operation of a stereotactic radiosurgery system.
A person licensed by the Agency shall install the stereotactic radiosurgery system and perform all service and mainte-
nance involving exposure to persons in the treatment room beyond normal “Beam-off” conditions.
In lieu of a direct source inventory, the licensee shall perform an indirect source inventory through completion of absolute
calibrations of the radiation dose-rate at the intersection of all beam axes of the radiosurgery radiation unit on a 6 month
basis. The magnitude of this dose-rate shall be compared with the appropriately decayed value of the initial or acceptance
date, calibrated dose-rate at the intersection of all beam axes. This measured dose-rate serves as verification that al
sources inserted into the gamma knife are still present.
A licensee shall ensure that a stereotactic radiosurgery facility has the following safeguards:
Access to the radiosurgery room is controlled by a door at each entrance. The doors are normally closed.
Each entrance to the radiosurgery room is equipped with an electrical interlock system that will turn the unit’s pri-
mary beam of radiation off immediately if any entrance door is opened. The interlock system is connected in such a
manner that the machine’s primary beam of radiation cannot be turned on until all treatment room entrance doors are
closed and the beam “ON-OFF” control is reset at the control panel.
In the event of malfunction of any door interlock, the radiosurgery system control is locked in the “OFF” position and
not used, except as may be necessary to the repair or replacement of the interlock system, until the interlock system is
shown to be functioning properly.
The radiosurgery room has a system permitting continuous observation of the patient from outside the radiosurgery
room during patient irradiation.
Written instructions, including the manufacturer’s radiological safety and operating procedures, are available at the
stereotactic radiosurgery controls. These instructions inform the operator of the procedure to be followed in the event
of malfunction. These instructions caution individuals on how to avoid exposure to radiation in the treatment room
and include specific instructions for:
a. Removing the patient from the treatment room;
b. Securing the room against unauthorized entry; and
c. Notifying the responsible physician or radiation safety officer.
The licensee shall test electrical interlocks on entrance doors to the radiosurgery room for proper operation at least once
every 3 months. Records of test results shall be maintained for inspection by the Agency.
The licensee shall cease treatment of patients with the therapy unit if a safety related system of the unit is found inopera-
tive, including couch or helmet drive mechanisms, positioning mechanisms, treatment timing systems, safety interlocks,
or radiation field alarms.
Before initiation of a treatment program, and after each installation of radiosurgery sources.
1. The licensee shall perform radiation surveys of the following locations:

a. The radiosurgery system source housing. The maximum and average radiation levels at 1 meter from the nearest

source with the device’s shielding door closed, shall not exceed 10 milliroentgens per hour and 2 milliroentgens
per hour, respectively, for any of the device's sources, when all sources are installed.

N =
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b. Unrestricted areas adjacent to the treatment room, with the device’s shielding door open. The survey shall be
performed with a phantom in the primary beam of radiation and shall clearly establish that radiation levels in
restricted and unrestricted areas do not exceed the limits specified in 12 A.A.C. 1, Article 4.

2. The licensee shall test the following safety equipment:

a Electrical interlocks on entrance doors to the therapy treatment room;

b. The therapy source “ON-OFF” indicators, both at the source housing and on the system control panel; and

c. The radiosurgery system treatment timing device.

After any changes made in treatment room shielding, treatment room location, or use of the stereotactic radiosurgery sys-
tem which could result in an increase in radiation levels in unrestricted areas outside of the therapy treatment room, the
licensee shall conduct a radiation survey according to subsection (G) . A report describing the changes and giving the sur-
vey results shall be sent to the Agency no later than 30 days following completion of the changes.

R12-1-719. Release of Individuals Containing Radiopharmaceuticals or Radioactive Sealed Sources from Restricted

Areas

A. A licensee may authorize the release of any individual who has received radiopharmaceuticals or permanent implants con-
taining radioactive material if the total effective dose equivalent to any other individual from exposure to the released
individual is not likely to exceed 5 millisieverts (0.5 rem) or an amount specified in license conditions.

B. The licensee shall provide the released individual with oral and written instructions, on recommended actions that will
make doses to other individuals as low as is reasonably achievable, if the total effective dose equivalent to any other indi-
vidual is likely to exceed 1 millisievert (0.1 rem).

C. The licensee shall maintain a record of the criteria used to authorize the release of an individual containing radioactive
material. The record shall be maintained for 3 years after the date of release if the total effective dose equivalent is calcu
lated by using:

1. The retained activity rather than the activity administered,

2. An occupancy factor of less than 0.25 at 1 meter,

3. The biological or effective half-life, or

4. The shielding by tissue.

Exhibit A
Groups of Medical Uses of Radioactive M aterial

Group |.

A. Use of prepared radiopharmaceuticals for certain diagnostic studies involving measurements of uptake, dilution, and
excretion. This group does not include uses involving diagnostic study imaging, and tumor localization.

1. lodine-123

2. lodine-125

3. lodine-131

4. Cobalt-57

5. Cobalt-58

6. Cobalt-60

7. Chromium-51

8. Iron-59

9. Potassium-42

10. Sodium-24

11. Technetium-99m

B. Alicensee shall use a radioactive material listed in subsection (A) in the form of a radiopharmaceutical prepared for med-
ical purposes that is:

1. Obtained from a manufacturer or preparer licensed according to 10 CFR 32.72, 1998 Edition, published January 1,
1998, or equivalent Agreement State requirements. This incorporation by reference is on file with the Agency and
the Office of Secretary of State, and contains no future editions or amendments; or

2. Prepared by a nuclear pharmacist or a physician who is an authorized user on a radioactive material license, and
meets the training and experience requirements in 10 CFR 35(J), or an individual under the supervision of either as
specified in 10 CFR 35.25, 1998 Edition, published January 1, 1998, both references are incorporated by reference,
and on file with the Agency and the Office of Secretary of State. These incorporations contain no future editions or
amendments.

Group I1.

C. A use of prepared radiopharmaceuticals for diagnostic study, imaging, and tumor localization.

1. lodine-123
lodine-125
lodine-131
Selenium-75

Bl
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Technetium-99m

Ytterbium-169

Indium-111

Indium-113m

Chromium-51

Fluorine-18

Gallium-67

. Gold-198

13 Thallium-201

14. Rubidium-82

15. Carbon-11

A licensee shall use a radioactive material listed in subsection (C) in the form of a radiopharmaceutical prepared for med-

ical purposesthat is.

1. Obtained from a manufacturer or preparer according to subsection (B)(1); or

2. Prepared by anuclear pharmacist or a physician who is authorized according to subsection (B)(2)

Group I11.

E. Useof generators and reagent Kits for the preparation and use of radiopharmaceuticals containing radioactive material for
certain diagnostic uses.

1. Molybdenum-99/Technetium-99m generators

2. Tin-113/Indium-113m generators

3. Technetium-99m (in bulk)

4. Rubidium-81/Krypton-81m

A licensee shall acquire and use a radioactive material listed in subsection (E) in the form of aradiopharmaceutical pre-

pared for medical purposesthat is.

1. Obtained from a manufacturer or preparer according to subsection (B)(1); or

2. Prepared by anuclear pharmacist or a physician who is authorized according to subsection (B)(2)

Group IV.

G. Use of prepared radiopharmaceuticals for certain therapeutic uses that do not normally require hospitalization for pur-
poses of radiation safety.
1. lodine-131, in quantities less than 33 millicuries
2. Phosphorus-32
3. Strontium-89
4. Samarium-153

H. A licensee shall use aradioactive material listed in subsection (G) in the form of aradiopharmaceutical prepared for med-
ical purposesthat is.
1. Obtained from a manufacturer or preparer according to subsection (B)(1); or
2. Prepared by anuclear pharmacist or a physician who is authorized according to subsection (B)(2)

Group V.

I.  Use of prepared radiopharmaceuticals for certain therapeutic procedures that normally require hospitalization for pur-
poses of radiation safety.

1. lodine-131

2. Gold-198

A licensee shall use aradioactive material listed in subsection (1) in the form of a radiopharmaceutical prepared for medi-

cal purposesthat is:

1. Obtained from a manufacturer or preparer according to subsection (B)(1); or

2. Prepared by anuclear pharmacist or a physician who is authorized according to subsection (B)(2)

ARTICLE 8. RADIATION SAFETY REQUIREMENTSFOR ANALYTICAL X-RAY OPERATIONS

R12-1-801. Scope

The I’u|eSFegH-|-at+9HS in this Artlcle establish reqw rements for the use of analytlcal x ray equipment maehl-n&e as-defined-in
achines €S - The provisions of

this artlcle suppl ement A+He|e8aremaeld+ﬂerﬁe and not in substltut|on for other appl |cabIe prowsons of this Chapter these

regulations.

R12-1-802. Definitions

A= Analytical x-ray equipment” means devices or machigggipmentused for x-ray diffraction or x-ray induced fluores-
cence analysis.

B- “Analytical x-ray system” means a group of components utilizing x-rays to determine the elemental composition or to
examine the microstructure of materials.

|ﬁ |5 |© |0 |~ [© |o1

|_\
I\)

[©

[T

|~

June 11, 1999 Page 1905 Volume 5, | ssue #24



Arizona Administrative Register
Notices of Final Rulemaking

& “Enclosed beam x-ray system” means an analytical x-ray system constructed in such a way that access to the interior of
the enclosure housing the x-ray some&deﬂﬂg—epe{mlpmcluded during operati@xcept through bypassing ioter-
locks or other safety devices to perform maintenance or servicing.

B- ‘“Fail-safe_characteristicharacteristicsmeansmeana design feature which causes beam port shutters to close, or other-
wise prevents emergence of the primary beam, upon the failure of a safety or warning device.

E “Local componentempoenentsmeansmeanpart of an analytical x-ray system and includes eachasssthat isare
struck by x-rays, such as radiation source housings, port and shutter assemblies, collimators, sample holders, cameras,
goniometers, detectorand shielding, but doeds not include power supplies, transformers, amplifiers, readout devices,
and control panels.

£ “Normal operating procedures” means instructions or procedures incladegssary-te-accomplish-the-analysis—Fhese
proecedures-shalHneludbut-arenot limited to, sample insertion and manipulation, equipment alignment, routine mainte-
nance by the registrant, and data recording procedures which are related to radiation safety.

& “Open beam x-ragystem” means an analytical x-ray systermvirich permitsan individual_toplace some body part in
the primary beam path during normal operation.

H- “Primary beam” means radiation which passes through an aperture of the source hoisirggdirect path from the
x-ray tube-er-a-radioactive seurce-located-intheradiation-seuree-housing

R12-1-803. Enclosed Beam X-ray Systems bearmxray-Systems
A. Enclosed beam x-ray systems are exempt from other equipment requirements contained in this Article provided the
enclosedbfArticle-8-of this Chapter,-however:
1. Enelesedbeam x-ray systems asbalt-be-salesigned and constructedtbat radiation levels measured at 5 cm from
any accessible surface of the enclosure housing the x-ray sousbeltitot exceed 5 uSvO6 mrenwR) in 1 ene
hour{4-4-uSv/hr)
B. 2 A registrant using enclosdehelesedbeam x-ray systems shall comply with applicable provisions of R12-1-804(A),
R12-1-805(B), and 12 A.A.C. Article 4 efthis-Chapter
CB. A regqistrant shall provide individual$ndividuals performlng maintenance, servicingy, alignment procedures, where
bypassing of interlocks or other safety devices to gain access to the interior of the enclosure isrequired;-shall-be provided
with.—and-shall-weanvith appropriate personnel monitoring devices (that is, wrist or finger badges). These individuals
shall wear the devices while performing the work.
D&. Intentional bypassing of safety devices shall be authorized in advance by the individual responsible for radiation protec-
tion. Bypassing-Sueh-bypassiagall be terminated as soon_as the activity described in subsection (C) is completed, or
the equipment shall be labeled as out-of-service with a conspicuous sign until repairs are copegiEisd.

R12-1-804. Open Beam X-ray Systems beamx—+ay-systems
A. A reqistrant shall label open beam x-ray syst@pen-beam-x-ray-systems-shall-be-labelid a readily discernable sign

or signs bearing the radiation symbol and the words

1. “CAUTION -- HIGH INTENSITY X-RAY BEAM”,or werds-havinga similar_warningrtent on the x-ray source
housing, and

2. “CAUTION RADIATION -- THIS EQUIPMENT PRODUCES RADIATION WHEN ENERGIZED” orwerds-hav-
g a similar_warningrtent near any switch that energizesergiesan x-ray tube if the radiation source is an x-ray
tube. +-or

3 he-radia-

B. A registrant shall ensure that an open beam x-ray syste@feasxray-systems-shall-ireerperatkof the following

Warnlng devices:

1. No change.
2. Shutter status (Open-Closed) indicators near each port on the radiation housing for systems which control the primary
beamjin-this-wayand

3. A clearly visible warning light labeled with the words “X-RAY ON”,-erwerds-ha\dargjmilar warningrtent—shall
belocated near
& Nea{any SW|tch that energlzes an x- ray tmesl—shalrl-bellumlnated only When the tube is energ|zed,;emd

minated only

4. The warning devices in subsectlons (1) through (3) shall be labeled so that their purpose is easily identified.
C. A regqistrant shall ensure that afwy apparatus utilized in beam alignment procedurebad;l—bede&gned in such a way
that excessive radiation will not strike the operator. Particular attentiorskbaltbe given to viewing devices, in order
to ascertain that lenses and other transparent components attenuate the beam to an acceptable level.
D. A reqistrant shall provide aft interlock device which prevents entry of any portion of an individual's lieslysfin-
gers—hands—wrists;-etinto the primary beam or causes the primary beam to be shut off upon entry into its path shall be
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provided on all open-beam x-ray systems. A registrant may apply to the Agency for an exemption from the requirements
of asafety device. An application for exemption shall include:

A description of the various safety devices that have been evaluated:

The reason each device cannot be used; and

A description of the alternative methods that will be used to minimize accidental exposure, including procedures to

[N =

assure that ogerators and others in the area wi II be informed of the absence of safety devrces —shaH—beJdtHzedwheh-

E. On open-beam configurations installed after the effective date of these rules regutations, aregistrant shall equip each port
on the radiation source housing shal-be-eguipped with a shutter that cannot be opened unless a collimator or a coupling
has been connected to the port.

F. A registrant shall equip each Each x-ray tube housing shalbe with an mterlock that shuts off the tube if the tube i is

removed from the housr ng or if the housing is dlsassembled S

G. A reqgistrant shall supply each Eaeh x-ray generator shat-be-supplied with a protective cabinet which limits leakage radia-

tion measured at a distance of 5 cm (2 in) {21-r(5-em) from its surface so sueh that it is not capable of producing adose

equivalent in excess of 25 uSv (2.5 mrem25-mrem-{2-5-4Svn 1 enehour.
H. A reqistrant shall ensure that thEhe local components of an analytical x-ray systemstaa-belocated and arranged
and_haveshalHneludesufficient shielding or access controlseshthat no radiation levels exist in any area surrounding
the local component group which could result in a dose to an individual present in the areas surrounding the local compo-
nents,thereinin excess of the dose limits-givém R12-1-416R42-1-4050f this Chapter. For systems utilizing x-ray
tubes, these limitlevelsshall be met at any specified tube rating.
A registrant shall perform a radiation survey of the local component group of each analytical x-ray system sufficient to
demonstrate compliance with subsection (H). The survey shall be performed following installation, change in configura-
tion, or maintenance, affecting the radiation levels in the areas surrounding the local component group. Records of sur-
veys shall be maintained for 3 years or until the analytical x-ray system is no longer used, which ever is shorter.

R12-1-805. Administrative Responsibilities respenrsibitities
A. A registrant shall designate &m individual at each facility who ishall-be-desighated-te besponsible for maintaining

radiation safety. This individual, designated-theRadiationProtection-SuperviRad@tion Safety Officer, shall-be

responsiblefor-the folloewing
1. Establish and maintaiestablishing-and-maintainringperational procedures so that the radiation exposure of each
worker is kept as far below the maximum permissible dose as is practical,
2. Instructiastraetingall personnel who work with or near radiation producing machines in safety practices;
3. MaintainMaintairinga system of personnel monitoring;
4, Establrshbcrrangmg—feeestablﬁhnﬁrent—oadlanon control areas, including placement of appropriate radiation warn-
ing signs omndferdevices;
5. Provide &Previdingferradiation safety inspection of radiation producing machines on a routine basis;
6. ReviewReviewingmodifications to x-ray systenspparatysincluding x-ray tube housing, cameras, diffractometers,
shielding, and safety interlocks;
7. Investigate and repomtvestigating-and-reporting proper authorities any case of excessive exposure to personnel
and_taketakingremedial action; and,
8. BeBeingfamiliar with all applicable rulesegutationdor control of ionizing radiation.
B. An individual shall not be permitted to operate or maintain an open beam analytical x-ray system unless the individual has
received instruction in and demonstrated competence in all of the following:
Identification of radiation hazards associated with the use of the equipment;
Significance of all radiation warning and safety devices, interlocks incorporated into the equipment, or the reasons
that devices or interlocks have not been installed on certain pieces of equipment and the extra precautions required in
lieu of these precautions;
Proper operating procedures for the equipment;
Recognition of symptoms of acute localized radiation exposure;
Proper procedure for reporting an actual or suspected exposure; and
A registrant shall maintain records of instruction and competence for Agency inspection for 3 years from the date of

N |
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R12-1-806. Operating Requirements precedures

A. A Radiation Safety Officer shall establish written Written emergency procedures pertaining to radiation safety shal-be
established for each analytical x-ray system and post the procedures x-ray-producing-apparatus-by-the-Radiation-Protee-
tron-Supervisor-and-pested in a conspicuous location. The procedures shall include Fhese-shal-ist the telephone number
Admber(s) of the Radiation Safety Officer. A registrant shall notify the Radiation Safety Officer Pretection-Superviser
and shall-Hnelude the follewing-aetions te-betaken in case of a known;,-er-suspected; or suspected radiation exposure acci-
dent and arrange for medical examination for the person exposed individual—aecident-Havehvingradiation-expesure:
+ NeH-fy—RaelmHen—PFeteeHenéupenﬁser—and
2

B. A registrant shall provide normal operati ng procedures to all analytical x-ray equipment workers. An individual shall not
operate analytical x-ray equipment in any manner other than that specified in the procedures unless the individual has

obtained the Radiation Safety Officer’s written approvBersennelshall-ret-expese-any-part-oftheir-body-te-theprimary
beam.

C. An individual shall not bypass a safety device or interlock unless the individual has obtained Radiation Safety Officer
approval. The approval shall be for a specific period of time. When a safety device or interlock has been bypassed, the
Radiation Safety Officer shall place a readily discernable sign on the radiation source housing, warning the reader of the
unsafe condition. A remstrant shaII maintain the Wntten record of the vaass aDDrovaI for 3 Vears after the approval

v v tine mod-

D. Except as authorlzed in subsectlon (C), an |nd|V|duaI shall not perform an operation involving removal of covers, shield-
ing materials, or tube housings or modification of shutters, collimators, or beam stops without ascertaining that the tube is
off and that it will remain off until all protective devices have been restored to the normal operating condition. An indi-

vidual repairing analytical x-ray equmment shall use the main switch, rather than |nterlocks for routine shutdown in prep-
aration for repairsW v y

[m

The registrant shall secure unused ports on radiation source housings in the closed position, preventing unauthorized

access to the radiation source.

Finger or wrist personnel monitoring devices shall be used by:

1. Operators of open beam analytical x-ray equipment not equipped with a safety device; and

2. Personnel performing maintenance procedures that require the presence of a primary x-ray beam when any local
component is disassembled or removed.

The reqistrant shall test safety devices and warning devices for proper operation at intervals not to exceed 1 month.

[T

(@]

Records of tests shall be maintained for Aqencv msoecnon for 3 vears foIIowmq the comDIet|on of each test.

or remov-

atus of the

he machine ha

r-on the body.

irment, as mea-
5 per hour.
. o j v 0 eed one month
iA i intal A j ona Atomic

¢ T

ARTICLE 9. RADIATION SAFETY REQUIREMENTS FOR PARTICLE ACCELERATORS
R12 1-902. R&erved Regt-et—r—at—ten—ReqH-l-Fement-s
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R12-1-903. General Requirementsfor the I ssuance of a Registration for Particle Accelerators

A. Thereguirementsin this section supplement the registration requirementsin 12 A.A.C. 1, Article 2.

B. In-additiente-therequirements-of-Article2-a The Agency shall approve a registration application for use of a particle
accelerator wHJ—beappFeved only if the Agency determines that:

1. The applicant is qualified by reaser-of training and experience to use the accelerator in-guestion-for the purpose
requested according to this Article, -Hr-aceordanee-with-thisArtiele and Articles 4, and 10, of these rules regutations
Hsueh-a-manner-as to minimize danger to public health and-safety or property;

2. Nochange.

3. Theissuance of the registration will not be inimical to the health and safety of the public, and the applicant satisfies

any applicable specia requirement in R12-1-904 of-these Rules;
No change.
The appllcants staff has substant|al experlence in the use of partlcle accelerators for the mtended uses; and
: v , e; be respon-
opo i 0 0 efe i medical institu-
i j j d G ' r-over-night

64 The appllcant has an adequate training program for particle accelerator operators.

R12 1- 904 §QeC|al Rgstratlon R@uwementsfor M edical H-uman Useof PartcheAcceIerators

The requirements in this Section supplement the reqistration requirements in R12-1-903.

A.
B. An applicant that is a “medical institution”, as defined in 12 A.A.C. 1, Article 7, and performing human research shall
appoint a radlat|on safetv comm|ttee meetlnq the requwements in R12- Mmevekdeemed—neeessapy—by the
PP 3 6 Brop for research
€ Ad e of-a-p 3 0 0 S 3 ephysieians expert in
3 ine;-hematolog erape diclogy—an S do Ad protection
C. The applicant shall ensure that an individual designated as an authorized user on the application is an Arizona licensed

physician; approved by the radiation safety committee, if applicable; and is:
1. Certified in:
a. Radiology, therapeutic radiology, or radiation oncology by the American Board of Radiology; or
b. Radiation oncology by the American Osteopathic Board of Radiology; or
c. Radiology, with specialization in radiotherapy, as a British "Fellow of the Faculty of Radiology" or "Fellow of
the Royal College of Radiology"; or
Therapeutic radiology by the Canadian Royal College of Physicians and Surgeons; or
Engaged in the active practice of therapeutic radiology, and has completed 200 hours of instruction in basic tech-
niques applicable to the use of a particle accelerator, 500 hours of supervised work experience, and a minimum of 3
years of supervised clinical experience.
a. To satisfy the requirement for instruction, the classroom and laboratory training shall include all of the following
subjects.
i Radiation physics and instrumentation;
ii. Radiation protection;
iii. Mathematics pertaining to the use and measurement of radiotherapy; and
iv. Radiation biology.

|

o

b. To satisfy the requirement for supervised work experience, training shall occur under the supervision of an
authorized user at a medical institution and shall include:
i. Reviewing full calibration measurements and periodic spot checks;
ii. Preparing treatment plans and calculating treatment times;
iii. Using administrative controls to prevent misadministration;
iv. Implementing emergency procedures to be followed in the event of the abnormal operation of a particle
accelerator; and
v. Checking and using survey meters.
c. To satisfy the requirement for a period of supervised clinical experience, training shall include 1 year in a formal

training program approved by the Residency Review Committee for Radiology of the Accreditation Council for

Graduate Medical Education or the Committee on Postdoctoral Training of the American Osteopathic Associa-

tion and an additional 2 years of clinical experience in therapeutic radiology under the supervision of an autho-

rized user at a medical institution. The supervised clinical experience shall include:

i. Examining individuals and reviewing their case histories to determine their suitability for treatment, noting
any limitations or contraindications;
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ii. Selecting the proper dose and how it is to be administered;

ii. Cdlculating the therapy doses and collaborating with the authorized user in the review of patients’ or human
research subjects’ progress and consideration of the need to modify originally prescribed doses, as warranted
by patients’ or human research subjects’ reaction to radiation; and

iv. Post admi n|strat|on follow up and review of case histories.

D. W|th the aDpllcatlon the appllcant shall Drowde the name of each authonzed user, and the training and experience that sat-
isfies the requirements in subsection(C).

Each licensee shall establish and maintain a written quality management program to provide high confidence the radia-
tion produced by the particle accelerator will be administered as directed by an authorized user. The quality management
program shall include written policies and procedures to meet the specific patient safety objectives established by the
Radiation Safety Officer or Radiation Safety Committee; if applicable.

Each particle accelerator shall be calibrated by an expert meeting the training and experience qualifications in R12-1-

716(G).
The Agency shall inspect a particle accelerator before it is used to treat a human.

m

[T

(@]

12-1-911. Radiation Survey Requirements
The registrant shall ensure that aDortabIe survev mstrument is avallable at al times ln a Dartlcle accel erator fa(:| lity.

> 1

A person experlenced in the princi ples of radlat|on protectlon and |nstallat|on des an shall

1. Check operation of the portable survey instrument using a known radiation source prior to its use;

2. Perform and document a radiation protection survey when changes have been made in shielding, operation, equip-
ment, or occupancy of adjacent areas;

3. Perform surveys to determine the amount of airborne particulate radioactivity present in areas of airborne hazardsin
particle accelerator facilities of greater than 30 Mev;

4. Perform periodic smear surveysto determine the degree of contamination in target and adjoining areas when the con-
ditions described in subsection (B)(3) exist;

5. Perform surveys as prescribed in the written procedures established by the Radiation Safety Officer of the particle
accelerator facility.

C. Theregistrant shall retain the following records:

1. Records of any radiation protection survey required in subsection (B), and an associated facility description, required
in R12-1-202(E), until the registration is terminated.

2. Records of particle accelerator calibration, spot checks, personnel radiation safety system tests, and periodic radiation
Drotectlon surve'vs until the registration is terminated.

|o0

P

o T m Ppo

ARTICLE 10. NOTICES, INSTRUCTIONS, AND REPORTS TO WORKERS; INSPECTIONS

R12-1-1001. Purpose and Scope seepe

This Article establishes requirements for notices, instructions, and reports by licensees or registrants to individual s working for

alicensee or registrant. The Article explains the engaged-in-werk-underaticense-erregistration-and: options available to

these sueh individuals in connection W|th ARRA AAEG mspectlons of licensees or registrants te-ascertain-compliance-with
' eS regarding radiological working condi-

t|ons The rulesregulanens inthis Art|cle apply to aII persons who receive, possess use, own, or transfer sources of radiation

licensed by or registered by with the ARRA . AAECpursuant-to-theregulationsin-Article 2 and-Article 3:
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R12-1-1002. Posting ef Notices for Wor ker s Reticesto-werkers
A. Eachlicensee or registrant shall post current copies of the following documents:
1. Therules regutationsin this Chapter;
2. Thelicense, certificate of registration, conditions or documents incorporated into the license or registration by refer-
ence, and any amendments to the license or registration therets;
3. Nochange.
4. Any notice of violation involving radiological working conditions, proposed imposition of a civil penalty, or order
issued under pursdantte-12 A.A.C. 1, Article 12 4, and any response from the licensee or registrant.

B. If posting of a document specified in subsections (A)(1), (2), and (3), RI2-1-1002(A}1){(2)}-er(3} is not practicable, the
licensee or registrant may post a notice which describes the document and states where it may be examined.

C. Nochange.

D. Each licensee or registrant shall post documents Beedrrents, notices, or forms pested, as required by this Section, so that
they are conspicuous and pursdant-te-this-Section-shalk appear in a sufficient number of places to permit individuals
engaged in work under the license or registration to observe them on the way to or from any particular work location to
which the document appliesshatH-be-eenspiedeus; and shall replace any document if it isbereptacedf defaced or altered.

E. Agency documents posted as required in pursdant-to subsection (A)(4) R12-1-1002(A)4) shall be posted within 2 twe
working days after receipt of the documents from the Agency; the licensee's or registrant’s response, if any, shall be posted
within 2 twe working days after dispatch from the licensee or registrant. The Sueh documents shall remain posted for a
minimum of 5 five working days or until action correcting the violation has been completed, whichever islater.

R12-1-1003. Instructionsto Worker s werkers
A. Thelicensee or registrant shall inform all individuals working in or frequenting any portion of arestricted area of:
1. The storage, transfer, or use of radioactive material or of radiation in sueh-pertions-of-the restricted area and the
health protection problems associated with exposure to sueh radioactive material or radiation;
2. Nochange.
3. The applicable provisions of Agency rules regdtations and licenses for the protection of personnel from exposures to
radiation or radioactive material occurring in each restricted area sueh-areas;
4. Their responsibility to report promptly to the licensee or registrant any condition which may lead to or cause a viola
tion of Agency rules regdtations and licenses, or unnecessary exposure to radiation or radioactive material;
5. The appropriate response to warnings made in the event of any unusual occurrence or malfunction that may involve
exposure to radiation or radioactive material;_and
6. Theradiation exposure reports which workers may request under pursdantte R12-1-1004.
B. No change.

R12-1-1004. Natificationsand Reportsto Individuals

A. A licensee or registrant shall report radiation Radiatien exposure data for an individual and the results of any measure-
ments, analyses, and calculations of radioactive material deposited or retained in the body ef-an-individual-shal-be
reported to the individual as specified in this Section. The information reported shall include data and results obtained
under -pursuantto Agency rules regudtations, orders, or license conditions, as shown in records maintained by the licensee
or registrant pursdant-te-Ageney-regdtations. Each notification and report shall be in writing:; include appropriate identi-
fying data, such as the name of the licensee or registrant, the name of the individual, and the individual’s social security
number;; include the individual’s exposure information; and contain the following statement:
“This report is furnished to you under the provisions of 12 A.A.@dArizena-Radiation-Regulatery-Agenreyrules—enti-

tled—Rules-forthe Control-of-tonizing-Radiatioribu should preserve this report for future reference”.
B. Each licensee or registrant shall provide annual notificaticeeise-sueh-werkerannually-of-the-werkergosure to

radiation or radioactive material for each workes,shown in records maintained by the licensee or registrantpureer
suanttoR12-1-419(D)

C. Atthe request of a worker formerly engaged in work controlled by the licensee or the registrant, each licensee or registrant
shall furnish to the worker a report of the worker's exposure to radiation or radioactive matesaichieport shall be
furnished within 30 days from the time the request is made, or within 30 days after the exposure of the individual has been
determined by the licensee or registrant, whichever is later; the sd@dricover, within the period of time specified in
the request, each calendar quarter in which the worker's activities involved exposure to radiation from radioactive material
licensed by, or radiation machines registered with the Agency; and theskalbihclude the dates and locations of work
under the license or registration in which the worker participated during this period.

D. ReDorts to |nd|V|duaIs of thelr exposure to radlatlon shaII be made accordlnq to RlZthhtGa—l-reensee—er—Feg-rsHant

: ; 445, and

0 F-any indivi iati adi P aterial, the

i indivi f i : e-ckhta include
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R12-1-1005. Licensee Registrant, and Worker Representation During Agency | nspection Preseree-ef+epresentatives

" - | I e -
A. No change.

B. No change.

C. A worker authorized to consult with an Agency inspector under to R12-1-1006, may authorize another individual to repre-
sent the worker’s interests during the Agency lnspectlon #hHhe—Hme—ef—mspeeﬂen—an—mdw&da&khas—beeﬂ—autho-

kcehsee or registrant shall notify the inspectors of
the worker'ssuehauthorization and-shallive the_worker’sioerkers'representative an opportunity to accompany the
inspectors during the inspection of physical working conditions.

D. Each_worker'sierkers'representative shall be routinely engaged in work under control of the licensee or registrant or
shall have received instructions undsrspecified-in-SeetidR12-1-1003.

E. Different representatives of licensees or registrants and workers may accompany the inspectors during different phases of
an inspection if there is no resulting interference with-the-cendubieahspection. However, only_1 workewsrkers'
representative at a time may accompany the inspectors.

F. With the approval of the licensee or registrant and the workewkers'representative an individual who is not routinely
engaged in work under control of the licensee or registrant, for example, a consultant to the licensee or registrant or to the
worker'swerkers'representative, shall be afforded the opportunity to accompany Agency inspectors during the inspection
of physical working conditions.

G. Notwithstanding the other provisions of this Section, Agency inspectors are authorized to refuse to permit accompaniment
by any individual who deliberately interferes with a fair and orderly inspection. With regard to any area containing propri-
etary information the workerisorkers'representative for that area shall be an individual previously authorized by the lic-
ensee or registrant to enter that area. With regard to areas containing information classified by an agency of the U.S.
Government in the interest of national security, any individual who accompanies an inspector may have access to such
information only if authorized-etherwise-so-authorideylthe classifying agency.

R12-1-1006. Consultation with Worker s During | nspections werkers-durrgihspections
A. A licensee or reqistrant shall afford Agency inspectors talking to a licensee or registrant representative the opportunity to

Agenecy-inspecters-magonsult prlvately with workers concerning matters of occupational radiation protection and other
matters related to applicable provisions of Agency rules, licenses, and reqgistragieiasions-and-licensés the extent
the inspectors deem consultatioecessary for conductinge-cenduect-oin effective and thorough inspection.

B. During the course of an inspection, any worker may privdtelyy privatelyto the attention of the inspectors, either
orally or in writing, any past or present condition which the woHegnas reason to believe may have contributed to or
caused any violation of the Act, these rules, or a license or registration cordigjalations-erlicenrse-cenditioar any
unnecessary exposure of an individual to radiation from licensed radioactive material or a registered radiation machine
under the licensee's or registrant's control. If this notification is in writing, the waryesuch-notice-in-writinghall
comply with the requirements of R12-1-1007(A).

C. The provisions of R12-1-1006(B1+2-1606(B)hall not be interpreted as authorization to disregard instructions required

by pursuant-to-SeetioR12-1-1003.

R12-1-1007. Inspection Requestsby Workers

A. Any worker or representative of workers who believes that a violation of the Act,_theseegldstions-oticense, or
registrationconditions existspr has occurred with regard to radiological working conditions in which the worker is
engaged, may request an inspection of the facility by the Agency—Anyregebst shall be in writing, addressed to the
Director,-and-shakket forth the specific grounds for the request-and beadigned by the worker or representative of the
workers. The Agency shall providefacopy-shal-be-previdetd the licensee or registrantby-the-Agenoylater than at
the time of inspection except that, upon the request of the worker, the Agency shall protect the Wwrkarise and the
name of individuals referred to in the requsstrein-shal-be-protected-by-the-Agernoythe extent authorized by law,
except for good cause shown.

B. If, upon receipt of a request for inspectmreh-noticethe Agency's Director determines that there are reasonable grounds
to believe that the alleged violation exists or has occurred, the Diferstiall initiate an inspectiogause-an-inspection
te-be-made@s soon as practicable, to determine ifghehalleged violation exists or has occurred. Inspections performed
underpursaanttdhis subsection need not be limited to matters referred to in the complaint.

C. A Nelicensee or registrant shall ndischarge or in any manner discriminate against any worker becassetiveorker
has filed any complaint or caused to be instituted any proceeding under these+ulesregulatisnsstified or is about

to testify in_the institute@ny-suetproceeding or because the worker exercisethe-exercise-by-sueh-werken behalf
of the workeimselor othersgf any option afforded by this Article.

R12-1-1008. Inspection Haspeetions not Warranted; Review warranted—reven

If the Agency determinesyith respect to a complaint under R12-1-100iat an inspection is not warranted or there are no
reasonable grounds to believe that a violation exists or has occurred, the Agency shall notify the complainant in_witing of th
suehdetermination. The complainant may obtain review otihdetermination by submitting a written request for hearing
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to the Agency. The Agency shall -whe-will provide for a hearing before the Radiation Regulatory Hearing Board under 12
A.A.C. 1 Article 12 in-aecordancewith-Article 12 of thisChapter and A.R.S. Title 41, Chapter 6, Article 1.

ARTICLE 12. ADMINISTRATIVE PROVISIONS

R12-1-1209. Notice of Violation

A. No change.

B. No change.

C. Thenotice shall also specify the License or Registration Division, any proposed sanction and the amount of any proposed
civil penalty, unlessthe civil penalty is propesed-to-be waived as authorized in pursdant-to R12-1-1216(C).

R12-1-1210. Responseto Notice of Violation

A. Except as provided in subsection (D), within 30 calendar ealender days of the date of the notice, or other time specified in
the notice therein, the person charged with the violation shall submit a written response which includes a description of:
1. The actions taken to achieve compliance and the results of the actions; thereir-or
2. The actions which are proposed to be taken and the date when full compliance is expected to be achieved; and
3. Nochange.

B. If the person charged with a violation submits a timely response, the Director, in consideration of the answer and the
severity level of the violation, shall do 1 ene of the following:
1. Issue an initial order conditionally imposing the full amount of the proposed civil penalty and any other sanctions

proposed,;
2. Issueaninitia order conditionally mitigating or waiving the proposed civil penalty under pursuantto R12-1-1214(B)
R12-1-1214(C);

3. Waivethe penalty as authorized under pursaantto R12-1-1216(C);
4. Enter into a consent agreement as authorized under pursuantto R12-1-1222 R12-1-1221.

C. Ifan adequate and timely response is not received to the notice, the Director shall issue an initial order conditionally
imposing any or all sanctions and civil penalties proposed in the notice of violation. If no civil penalty was proposed, the
initial order may impose the base civil penalty scheduled in R12-1-1216.

D. No change.

R12-1-1211. Initial Orders

A. [Initial orders are shalt-be valid for 30 20 calendar days after the date of the order, or until the sueh-ether time specified in
the order, during which time the person charged may:
1. Pay the civil penalty proposed and accept any proposed sanction, or
2. Request a hearing before the Board.

B. No change.

R12-1-1212. Request for Hearing in Responseto an I nitial Order
A. Inareguest for a hearing, a person charged with a violation shall include a statement of the issues and the explanations

and the arguments supportmq denial of the violation or demonstrating extenuating ci rcumstances errorsin notice, or any

B. The statement shall identify all issues. The failure to include an issue may, at the option of the Board beard, foreclose
consideration of that issue. If a statement isnot provided or isinsufficient the Board may summarily determine the i ssues.

C. Nochange.

D. No change.

R12-1-1213. Severity Levelsof Violations
A. Thefollowing violations are classified as severity level | violations:
1. Any failure, malfunction, or insufficiency of a safety system which may result in
a.  Anindividua exposure,
b. A concentration of radionuclides, or
c. A radiation Ievel
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& Any maccurate or |ncompl ete mformatlon that iSi ntentlonally prowded by alicensee or registrant official te-the
o egis al, and if the information had been com-

pl ete and accurate at the timeit was Drowded —that—theH#ermatlen—rsmeempteteer—r-naeeurate—er

would have likely resulted in action

such asan |mmed|ate order requi red to protect the pubIrc health and safety
3. Falseinformation

& Any information that the Agency requires be kept by a licensee or registrant that is incomplete or inaccurate
because of falsification by or with the knowledge of a licensee or registrant official,_and if the information had
been comDI ete and accurate at thetime it was er

a ate-when reviewed by the Agency, would have likely resulted
in action such as an |mmed|ate order reqw red to protect the public health and safety.

4. Any concealment or attempted concealment of a severity level | violation of the Act, 12 A.A.C.1 thisChapter or a
license condition. This isshaHbe a separate violation and in addition to the original violation.

5. Any concealment or attempted concealment of a severity level |1 violation of the Act, 12 A.A.C.1 thisChapter or a
license condition. This violation shall be-expressed-as-an increase of the severity level of the origina violation by 1
level.

6. For the purposes of subsections (2) and (3) above the term "licensee or registrant official" means the owner, a partner,
a corporate officer, aradiation safety officer, the individual signing an application for alicense or registration, or the
chairman of any radiation safety committee supervising the radiation safety program of the licensee or registrant.

B. Thefollowing violations are classified as severity level |1 violations:
1. Any failure, malfunction, or insufficiency of a safety system which may result in
a Anindividua exposure,
b. A concentration of radionuclides, or
c. A radiation level
|n excess of 2 times the limits specmed in12A.A.C1 or 2 times the preecnbed therapeutrc Datrent dosere&lmngwaan

2. Nochange.
3. Any concealment or attempted concealment of a severity level 111 violation of the Act, 12 A.A.C.1, thisChapter or a

license condition by a licensee or registrant official as defined in subsection (A)(6) abeve. This violation shall be
expressed-as-an-increase of the severity level of the original violation by 1 level.

4. No change.

C. Thefollowing violations are classified as severity level 111 violations:

1. Any failure, malfunction, or insufficiency of a safety system, or loss of control over a radiation source, which may
result in:
a Anindividual exposure,
b. A concentration of radionuclides, or
c. A radiation level

|n excess of thel|m|ts specmed in12A.A.C.1, or 20% hldher than the prescribed theraDeutlc Datlent dose. r%utﬂ-ng—r—n-an

2. Any concealment or attempted concealment of a severity level 1V or V violation of the Act, 12 A.A.C.1, thisChapter
or aregistration or alicense condition. This violation shall be-expressed-as-an increase of the severity level of the
original violation by 1 level.

3. Any violation of the safety requirements for the use, storage, disposal or the preparation for transportation of sources
of radiation, as prescribed in the Act, 12 A.C.C.1, thisChapter or in alicense or registration condition, provided the
violation does not meet the criteriafor a severity level | or 11 violation and the licensee or registrant does not maintain
aradiation protection a#ety—quaht—y—assuranee program meet| ng the reqU| rements of R12-1-407 RI2-1-1214(A).

4. Any factualy incorrect statement B); upon which the
Agency relied or would haverelied in consrderartron of any act|on

5. Any unlawful attempt to interfere with the progress of an inspection by the Agency.

6. The acquisition of any source of radiation without the applicable current registration or license, unless otherwise
authorized by these rules; or use of the source outside the scope of the current registration or license.

7. Nochange.
D. Thefollowing violations are classified as severity level |V vidlations.
1. Nochange.
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2. Any violation of the safety requirements for the use, storage, disposal, or preparation for transportation of sources of
radiation, prescribed in the Act, 12 A.A.C.1, or in alicense or registration condition, provided the violation does not
meet the criteriafor a severity level |, 11 or 11 violation;

3. Fajlure to maintain records of mammoqrath qualltv control tests, I|sted in ADDendIX B of 12A A C.1, Article 6.

4, Anv failure to comDIv with the reoort| ng regui rements in the Act or 12 A. A C
E. Thefollowing violations are classified as severity level V violations:

1. Failureof aregistrant or alicensee to comply with the record keeping requirements of:
a TheAct
b. 12A.A.C.1;or
c. A registration or facility certification, or license condition, provided that all safety requirements prescribed in the

Act, 12 A.A.C.1, or in alicense or registration condition are met or otherwise demonstrated.

2. If compliance with all safety reguirements cannot be demonstrated by the registrant or licensee the failure to comply

with the record keeol ng requi rements is cla$|f|ed asalevel IV violation.

B-A. TheAgency may refrain from i |ssumg aNotice of Violation for Severity Level IV or V violations identified by the regis-
trant or licensee provided the severity level IV or V violations are identified in an inspection report, and the report
includes a brief description of the corrective action, and that the violation meets all of the following criteria:

1. Iltwasidentified by the licensee, as aresult of an event discovered by the licensee or registrant;
2. Itwasnot aviolation that could reasonably be expected to have been prevented by the licensee’s or registrant’s correc-
tive action for a previous violation or a previous licensee or registrant finding;
3. Itwasor will be corrected within areasonabl e time, by specific corrective action committed to by the registrant or lic-
ensee erregistrant by the end of the mspectlon The correcnve action shall incl ude comprehenswe measures that
will prevent reoccurrence; . ve-& ! y /e ,
recurrence:
4. Itwasnot awillful violation or if it was willful;
a. Theviolation was reported to the Agency;
b. The violation appears to be the isolated action of an employee without management involvement and the viola-
tion was not caused by lack of management oversight;
c. Significant remedia action was taken by the licensee or registrant, demonstrating such-that-it-demenstrates the
seriousness of the violation to all affected personnel.
B.&The Director may shalt:
1. Reduce the scheduled civil penalty, including any augmentation, by 50% for the discovery, remedy, and voluntary
reporting of a severity level | or 1l severity-teveH—H-erH violation by the registrant or licensee; or -
2. Waive the scheduled civil penalty, including augmented civil penalties, for the discovery, remedy, and voluntary
reporting of a severity level 111, 1V, or V severity-tevel-PV—or-/ violation by the registrant or licensee. For the pur-
poses of this rule,” voluntary reporting” means that the the registrant or licensee has naotified the Agency of a viola-
tion, the reporting of which, may or may not be required under 12A.A.C.1

R12-1-1215. License and Registration Divisions
A. Each registrant or license typesisalt-beclassified into_Jeneof 3 threeadministrative sanction divisions.
1. Division | licenses and registrations:
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Broad Academic Class A

Broad Academic Class B

Broad Academic Class C

Broad Industrial Class A

Broad Medica
Distribution

Class C Laser Facility

Fixed Gauge Class A

Industrial Radiography Class A

Low Level Radioactive Waste Disposal Site

Major Accelerator Facility
Medical Materials Class A
Medical Teletherapy

Nuclear L aundry

Nuclear Pharmacy

Open Field Irradiator
Secondary Uranium Recovery
Waste Processor Class A

Well Logging
X-Ray Machine Class A

NORM Commercial Disposal Site

Division Il licenses and registrations:

Broad Industrial Class B

Broad Industrial Class C

Class B Industrial Radiofrequency Facility

Class B Laser Facility

Class C Industrial Radiofrequency Facility
Fixed Gauge Class B

Health Physics Class A

Self Shielded Irradiator

Industrial Radiation Machine

Industrial Radiography Class B

NORM Commercia Disposal Site
Division 11 licenses and registrations:
Class A Laser Facility

Class A Industrial Radiofrequency Facility
Depleted Uranium

ClassC

Gas Chromatograph

General Depleted Uranium

General Industrial

General Medical

General Veterinary Medicine

Health Physics Class B

L aboratory

Laser Light Show
Limited Academic

Medical Imaging Facility

Medical Laser

Medical Materials Class B

Medical Radiofrequency Device Facility

Research and Development

Tanning Facility
Waste Processor Class B
X-Ray Machine Class B

Leak Detector
Limited Industrial
Medical Materials

Other Radiation Machine

Portable Gauge

Possession Only
Unclassified

Veterinary Medicine
X-ray Machine Class C

Reciprica

the Agency, is shall-be considered alicensee of the appropriate type notwithstanding the failure of the person to register or

obtain alicense.

. Out-of-state licensees issued a genera license for reciprocal recognition under pursdant-to R12-1-321 R12-01-321 are
shall-be classified in accordance with an appropriate specific license type defined in R12-1-1302.

For administrative purposes, the following individuals are classified with the Division 11 licensees and registrants in sub-

. section (A)(3):

1. Any individual not required to register the use of a general license;
2. Any individual not required to obtain a specific license;
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Any individual not required to register a source of radiation who violates the Act or 12A.A.C.1; and

3.
4. Any x-ray machr ne servrcr ng reqrstrant

R12-1-1216. Base-Seheduteef Civil Penalties
A. Except as augmented by R12-1-1217, the schedule of civil penalties isshal-be as follows:

1. Nochange.
a. Nochange.
b. Nochange.
¢. Nochange.
2. Nochange.
a. Nochange.
b. Nochange.
¢. Nochange.
3. Nochange.
a. Nochange.
b. Nochange.
¢. Nochange.
4. No change.
a. Nochange.
b. Nochange.
¢. Nochange.
5. Nochange.
a. Nochange.
b. Nochange.

¢. Nochange.
B. Payment of civil penalties for severity level | and severity level Il violations may not be avoided merely by rectifying the
condition; however, the Board may mitigate or waive the penalty upon determining aviolation meets all of the following:

1. Itwasnot aviolation that could reasonably be expected to have been prevented by the licensee's or registrant’s correc-
tive action for a previous violation or a previous licensee or registrant finding;

2. Itwasor will be corrected within the time given for corrections, by specific corrective action committed to by the lic-
ensee or registrant by the end of the inspection, which includes ieluding immediate eerrective-action and compre-
hensive measures eerrective-action to prevent recurrence;

3. Itwasnot awillful violation.

C. The Director or Board shall waive payment Payment of penalties for severity level levels 111 through severity level V vio-

Iat|onser—bewar-\+ed-by—the-D+reeterLeHhe-BeaFel provided:

The violation is not subject to augmentation under parsdant-to R12-1-1217, and

2. The registrant or licensee submits a timely and adequate response to the notice, rectifies the conditions which appear
to have caused the vrolatlon and etherwrse compheswrth the Act, 12 A A C.1, registration, this-Chapter, and license
conditions. ‘ ! :

R12-1-1217. Augmentation of Civil Penalties

A. A continuing violation is shalt, for the purposes of calculating the proposed civil penalty, be considered a separate viola-
tion for each day it continues of-its-centinbanece. The 2nd (or successive) day of a continuing violation is not shal-net-be
considered a repeat violation of the violation occurring on the 1st first day.

B. If a2nd severity level | violation is committed within 5 five years, the Agency shall increase the base scheduled civil pen-
alty shalt-bethereased by 100%, provided the license is not revoked under pursuantto R12-1-1219.

C. If a2nd secoend severity level 11 violation is committed within a period of 5 five years, the Agency shall increase the base
scheduled civil penalty by shalt-be-irereased 50%, provided the registration or license is not revoked under pursdantte
R12-1-1219.

D. If aseverity level Il violation is repeated W|th|n 5 f-r-veyears the Agency shall increase the base scheduled civil penalty
_yshal-l—ber—nereaseelSO% - Y anee: If the same severity level
Il violation is repeated a 2nd seeeﬂd t|me Wlthln 5 five years, the base scheduled CIVI| penalty shall be increased by
100%, provided the registration or license is not revoked under pursuantte R12-1-1219.

E. If aseverity level IV violationis repeated Wrthrn 5 five years the Adencv shaII Dropose the base scheduled civil penalty

1. If thesame vroI at|on occurs 3 times 3 times +srepeatedraseeendrt4me Wlthl n 5 ﬁve years the Adencv shaII mcreasethe base
scheduled civil penalty shaH-betrereased by 50%. -
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2. If the same violation occurs 4 times is+epeated-a-third-time within 5 five years, the Agency shall increase the base

scheduled civil penalty shal-beirereased by 100%, provided the registration or license is not revoked under pursuant

to R12-1 1219

F

E If qreater than 3 severrtv Ievel \Y4 vrolatrons are observed durlnq 2 consecutrve inspections, the Agency shall impose acivil
penalty for each violation. The base civil penalty for each violation is the base scheduled civil penalty assessed for a
severity level V violation. If the inspection shows repetition of aviolation the base civil penalty for each repeat violation
is the base scheduled civil penalty assessed for a severity level |V violation. Subsection (E) does not ly to penalties
under this subsection.

G. Other rlghts and procedures are not shal-l—net—lee affected by the repeat nature of athe violation. Hr-ne-case-shata-eivit

687(C).

H. A person may av0|d th@he penaltles in subsecuons (D)—éE)—ahd @)d (E)abeve may-be-aveided-bgemonstrating
shewmgto the Director in the response to theprepesed-eivipenalty that the violation meets all of the following crite-
ria:

1. Itwas not a violation that could reasonably be expected to have been prevented by the licensee's or registrant's correc-
tive action for a previous violation or a previous licensee or registrant finding;

2. It was or will be corrected within the time given for correction, by specific corrective action committed to by the lic-
ensee or registrant by the end of the inspection, which incladksling immediate-corrective—actiomnd compre-
hensive measuresrrective-actionio prevent recurrence;

3. Itwas not a willful violation.

I Notwithstanding any other provision of this section, the Agency shall not impose ane penalty that exceeds shal-exceed a
maximum of $5,000 five-theusand-deltars for each violation for each day up to a maximum of $25,000 for any 30-day

twenty-five theusand-deHars-fer-any-thirty-day-period.

R12-1-1218. Payment of Civil Penalties

A. A person shall pay Payment-of civil penalties imposed under this Article shall-be-made by certified check or money order
payable to the Agency, and mailed or delivered to the Agency at the address shown on the notice of violation.

B. Payment of a civil penalty Baymentshalt-bdue 30 calendar days after the effective date of thedidalr imposing the
civil penalties, unless an alternate payment schedule is agreed upon before thatMatpayfent schedule shall not
extend beyond #nreyear after the due date.

R12-1-1219. Additional Sanctions - Show Cause

A. If a severity level | violation is repeated or if any Zetendseverity level | violation is committed within ¥8nyears,
the Agency shall require the reqistrantlicensee-shal-berequirdd show cause why the license should not be sus-
pended orevoked.

B. If any 2ndsecendseverity level Il violation is committed withinfése years, or if a severity level Il violation involving
radioactive effluent releases, excessive radiation lepelgdiation overexposure to an individual is committed within 5
five years of a similar severity level | violation, the Agency shall requiredbistrant or licensee-shall-berequited
show cause why the license should not be suspendestaked.

C. If repeated or different severity level Il violations are committed @hr8eseparate occasions within anyfie year
period, the Agency may require thegistrant or licensee-shal-berequitedshow cause why the license should not be

suspended aevoked.
R12-1-1220. Escalated Enforcement

A. The Drrector may |ssue an order to suspend or modlfv a reqlstrat|on or I|cense or |mDound a radiation source for
, prior to issu-

1. Any severity level | violation, or
2. Any of the following occurring within a fve year period:
a. Arepeat severity level Il violation,
b. A different_ 2ndseeendseverity level Il violation, or
c. A severity level Il violation after a severity level | violation.
B. The Director may issue an order impounding the radiation source or suspending or modifying the registration or license at
any-time upon determining that conditions exist which cause a potential for a severity level | or severity level 11 violation.
The Agency shall hold hearings accordinddearings-shalt-be-held-inaceordanceWitR.S. § 30-688.
An order to |mpound a radratron source, or an order to suspend, or modify a registration or aicepsendment-or
sball remain in effect until the order is suspended or modified by the Board

o0

accordingpursuanto A.R.S. § 30-688.
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R12-1-1222. Enforcement Conferences

A. An enforcement conference consists shalt-eonsist of a meeting in person between management personnel of the registrant
or licensee and the Agency.

B. The enforcement conference is shal-be informal, however the Agency shall make a record of items discussed and deci-
sions reached shall-be-made. Statements made at the conference shall not be introduced in evidence at a formal hearing
unless all parties have consented.

C. Based on the results of the conference, the Agency may:

1. Dismissthe notice of violation; -ex:
2. Enter into a consent agreement; or
3.2 Continue with, or initiate, formal proceedings.

ARTICLE 13. LICENSE AND REGISTRATION FEES

R12-1-1301. Definition
“Combined” means the Agency has granted authorized actigiieding-ofthe-autheritiesontained in 2we or more license
types in a single license documestdrequiring the payment-enlyf a single license fee for. the more expensive license of the

planned combinatioricense-ef the-highest-cost-type-eflicenses-eombined

R12-1-1302. License and Redistration Categor ieshypes-ef-icensesand-Regist-ations
A. Category A licenses amhall-bethose specific licenses which authorize a school, college, university, or other teaching

facility to possess and use radioactive materials for instructional or research purpeses—A-categoery-Alicense-may not be
combined-with-any-other-type-of-license.
1. A broad academic class A license is any category A license which meets the specifications of R12-1-310(A)(1)

2. A broad academic class B license is any category A license other than a broad academic class A license which meets

the specifications of R12-1-310(A)(BA2-1-316(G)}2)

3. A broad academic class C license is any category A license other than a broad academic class A or B license which
meets the specifications of R12-1-310(A)YRY2-1-316{G}3)

4. Alimited academic license is any category A license which authorizes only those radioisotopes, forms, and quantities
individually specified in the license.

B. Category B licenses are thosleall-censist-oEpecific or general licenses which authorize the application of radioactive
material or the radiation from fherefromto a human being for medical diagnostic, therapeutic, or research purposes, or
the use of radioactive material in medical laboratory testing. Except for a type B6, general medical license, the Agency
shall not combine category B Iicens&may—ne{—beueembim&ﬂh a license of any other category.

1. A broad medical license is any category B license which meets the specifications of R12-1-310(A)(1)
R12-1-316(G)1)and meets the requirements of 12 A.A.C. Atficle 7 +ather—than—the requirements of
R12-1-310{G)2) A broad medical license may authorize any medical use other than teletherapy.

2. A medical materials class A license is any specific category B licethss, than a broad medical license, which
authorizes the use of radiopharmaceuticals and sealed sources containing radioactive materials for a therapeutic pur-
pose in quantities which require hospitalization of the patient for radiation safety purposes. The license may authorize
other radioactive materials and other medical uses, except teletherapy,-inaddition-to-the above

3. No change.

4. No change.

5. A medical teletherapy license is a specific category B license which solely authorizes radioisotopes in the form of
multi-curie sealed sources for use in external beam therapy. The Agency shall not corAbinedical teletherapy
license-may-netbe-combinadth any other type of category B license.

6. No change.

C. Category C licenses are thoslgal-consist-obpecific or general licenses authorizing the use of radioactive materials in
any activity other than those authorized by a category A, B, or D license. Except as specifically authorized in this Section,
The Agency shall not combireecategory C license-may-notbe-combingith any other type of license.

1. A broad industrial class A license is any category C license which meets the specifications of R12-1-310(A)(1)
R12-1-310(G)21) The Agency may combine/a broad industrial class A license-may-be-combingtl any other
category C license except industrial radiography, open field irradiator, or well logging licenses.

2. A broad industrial class B license is any category C license other than a broad industrial class A license which meets
the specifications of R12-1-310(A)®12-1-310{G}2)The Agency may combin® broad industrial class B license
may-be-combinetvith any other category C license except industrial radiography, open field irradiator, or well log-
ging licenses.

3. A broad industrial class C license is any category C license other than a broad industrial class A or B license which
meets the specifications of R12-1-310(A¥R}2-1-310{G}3)The Agency may combineAa broad industrial class
C license-may-be-combin@dth any other category C license except industrial radiography, open field irradiator, or
well logging licenses.
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4. No change.

5. A portable gauge licenseis a specific category C license which authorizes radioactive materials in the form of sealed
sources for use in measuring or gauging devices designed and manufactured to be transported to the location of use.
The Agency may combine a A portable gauge license may-be-combined with any broad scope industria license or a
fixed gauge class A license.

6. A fixed gauge class A licenseis a specific category C license which authorizes the possession of 50 or more measur-
ing or gauging devices containing radioactive materials, and where each device is permanently mounted for use at a
single location.

7. A fixed gauge class B license is a specific category C license which authorizes the possession of 1 through 49 mea-
suring or gauging devices containing radioactive materials, and where each device is permanently mounted for use at
asingle location.

8. Nochange.

9. Nochange.

10. No change.

11. No change.

12. No change.

13. No change.

14. A sdf-shielded irradiator license is a specific category C license authorizing the use radioisotopes in the form of
sealed sourcesfor irradiation of materialsin a shielding device from which the sources are not removed during irradi-
ation. The Agency may combine a A self-shielded irradiator license may—be-coembined with any broad industrial
broad license.

15. No change.

16. A research and development license is a specific category C license which authorizes a licensee to utilize radioactive
material in unsealed and sealed form for industrial, scientific, or biomedical research, not including administration of
radiation or radioactive material to human beings.

17. A laboratory licenseis a specific category C license which authorizes alicensee to perform specific in-vitro or in-vivo
medical or veterinary testing, while possessing quantities of radioactive material greater than the general license
quantities authorized in R12-1-306.

D. Category D licenses are the following specific radioactive material licenses. Except for type D4, depleted uranium;_type
D8 and D9, health physics; and type D14, additional facilities licenses, the Agency shall not combine a category D license
may—net—beeembmed with any other license.

A distribution license is one which, exeept-as-heted; authorizes the commercial distribution of radioactive materials

or radioisotopes in products to persons holding an appropriate general or specific license. The Agency shall ensure

that a distribution license does not:

a.  Authorize A-distribution-ticense-shall-net-autherize distribution of radiopharmaceuticals or distribution to per-
sons exempt from regulatory control;_or

b. Authorize A-distributionticense-shal-netadtherize any other use of the radioactive material. An appropriate cat-
egory C license is shalt-be required for possession of radioisotopes and their incorporation into products.

2. Nochange.

3. Nochange.

4. A depleted uranium license is one which authorizes the use of depleted uranium as a concentrated mass or as shield-
ing for other radiation sources within a device or machine. The Agency may combine A depleted uranium license
may-be-combined with amedical teletherapy license; a broad industrial A, B or C license; a portable gauge license; a
fixed gauge class A or B license; an industrial radiography class A or B license; or a self-shielded irradiator license..

5. Nochange.

6. Nochange.

7. Nochange.

8. A health physics class A license is one which authorizes the use of radioactive materials for performing te-perferm

instrument calibrations, the processing of leak test or environmental samples, or providing the-prevision-of radiation
dosimetry services.

9. Nochange.

10. A secondary uranium recovery license is one which authorizes the extraction of natural uranium or thorium from an
ore stream or tailing which is being or has been processed primarily for the extraction of another mineral. The
Agency shall not combine aA secondary uranium recovery license may-ret-be-combined with any other license.

11. A low-level, radioactive waste-tand-disposal facility license is 1 ene which is issued for a~tandisposal facility” as
that term is used in R12-1-439 and R12-1-R#2-1-430-and-R12-1-431s constructed and operated according to
the requirements im-acecoerdance-with0 CFR 61, 1998996Edition, published January 1, 199896 incorporated
by reference and on file with the Agency and the Office of the Secretary of State, containing no future editions or
amendments; and hasvinga closure or long-term care plan meeting the requirements of 10 CFR 61.
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A waste processor class A license is one authorizing the incineration, compaction, repackaging, or any other treat-
ment or processing of low-level radioactive waste prior to transfer to another person authorized to receive or dispose
of the waste. The Agency shall not combine a A waste processor class A license -may-net-be-combined with any other
license.

A waste processor class B license is one which authorizes a waste broker to receive prepackaged, low-level radioac-
tive waste from other licensees; combine the waste into shipments; and transfer the waste without treating or process-
ing the waste in any manner and without repackaging except to place damaged or leaking packages into overpacks.
The Agency shall not combine aA waste processor class B license may-ret-be-combined with any other license.

No change.

A possession-only license is a license of any other category which authorizes only the possession in storage, but no
use of, the authorized materials. A license which has been suspended as an enforcement action is not shal-ret-be con-
sidered a possession-only license.

No change.

A radioactive waste transfer-for-disposal license is an authorization for the generator of radioactive waste to transfer
the radioactive waste for disposal at alicensed disposal site under R12-1-439 and R12-1-442. Thislicenseis subject
to a special fee as provided by R12-1-1307 but is exempt from annual fees.

No change.

A NORM commercial disposal site license is one that authorizes the receipt of waste material contaminated with nat-
urally occurring radioactive material from other licensees for permanent disposal, provided the concentration of the
radioactive material does not exceed 74kBq (2,000 picocuries)/gram.

E. Category E registrations and licenses are those that register the possession of x-ray equipment or license the use of non-
ionizing radiation producing equipment aradiationr-maehine under pursuantto 12 A.A.C. 1, Article 2 or 14 ef-thisChap-

ter. The Agency shall not combine Category E registrations or licenses may-ret-be-eombined with any other registration or
license.

1

2.

Nookw

©

9.

10.
11.
12.
13.
14.

15.
16.
17.

An X-ray machine class A registration is one authorizing the possession of X-ray machines and particle accelerators
in ahospital or other facility offering inpatient care.

An X-ray machine class B registration is one authorizing the possession of X-ray machines and particle accelerators
in a medical, osteopathic, or chiropractic office or clinic not offering inpatient care; or the possession of X-ray
machines in aschooal, college, university, or other teaching facility.

No change.

No change.

No change.

No change.

A class A laser facility license is one which authorizes the operation of 1 to 10 enete-ten laser systems subject to
R12-1-1433.

No change.

No change.

No change.

No change.

No change.

No change.

A class A industria radiofrequency device facility license is one authorizing 1 to 5 enete-five radiofrequency heat
sealers or industrial microwave ovens.

No change.

No change.

No change.

R12-1-1303. Feefor Initial Licenseand Initial Registration
An applicant shall remit for a new license or new registration AR

panied-by the appropriate fee as prescribed in R12-1-1306, except that the fee wi II be prorated on aquarterly bassfor apphca-
tions submitted after March 31.
R12-1-1304. Annual Feesfor Licensesand Registrations

cow>»

of

No change.

No change.

If alicensee or registrant fails to pay the annual fee by January 1, the license is shal-be-deemed not current.

If alicensee or registrant fails to pay the annual fee by April 1, the Agency shall apply administrative sanction provisions
12 A.A.C. 1, Article 12 of-this-Chaptershal-be-applied.
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R12-1-1305. Method of Payment

A. An applicant licensee or registrant shall pay fees Payment-ef-feesshalt-be by check or money order, payable to the “State
of Arizona” at the address shown on the application, license, registration, or renewal notice.
B. No change.

R12-1-1306. Table Schedute of Fees
A. The application and annual fee for each category type are as shown in Table 13-1.

Table 13-1

Category  Type Annual fee
Al Broad academic class A $2,600
A2, Broad academic class B $1,500
A3. Broad academic class C $1,200
Ad, Limited academic $600
Bl. ... Broad medical $1,650
B2. Medical materials class A $1,400
B3. Medical materials class B $1,000
B4. ... Medical materials class C $500
B5. Medical teletherapy $1,650
B6. ... General medical $75
Cl. Broad industrial class A $2,200
C2. Broad industrial class B $1,600
C3. Broad industrial class C $1,250
C4. Limited industrial $500
C5. Portable gauge $500
C6. Fixed gauge class A $800
C7. Fixed gauge class B $500
C8. Leak detector $500
C9. Gas chromatograph $300
C10. ... General industrial No Fee
Cll. ... Industrial radiography class A $1,650
Cl2. Industrial radiography class B $1,500
Cl3. . Open field irradiator Full Cost
Cld. .. Self-shielded irradiator $600
C15. . Well logging $1,750
Cl6. ... Research and Development $750
Cl7. Laboratory $600
DI. . Distribution $2,150
D2. Nuclear pharmacy $2,150
D3. Nuclear laundry $2,250
D4. . Depleted uranium $100
D5. General depleted uranium $75
D6. .. Veterinary medicine $500
D7. General veterinary medicine $75
D8. ... Health Physics class A $600
D9. Health physics class B $450
D10. ... Secondary uranium recovery $4,000
D11. ... ... Low-level radioactive waste

..................... Disposal Site __ He)-Cost
D12. Waste processor class A.. . $2,250
D13. Waste processor class B . . $500
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D14.  Additiona facility....... Q)
D15. Possessiononly......... 2
D16. Reciprocal............. 3
D17. Radioactive waste

transfer-for-disposal . . . .. 3
D18. Unclassified ........... Full Cost
D19. Norm commercial disposal site $200,000
ElL X-ray machine Class A (per

tube) ................. $64
E2. X-ray machine class B (per tube) $44
ES. X-ray machine class C (per tube) $36
E4. Industrial radiation machine

(per device). ........... $36
ES. Major accelerator facility . Full Cost
E6. Tanning facility (per device) $24
E7. Class A laser facility. . . .. $150
ES. Class B laser facility. . . .. $350
EQ. Class C laser facility. . . .. $600
E10. Laserlightshow........ $350
E11. Medical laser facility (per laser

system) ... $40
E12. Medical RF device facility

(perunit).............. $40
E13. Medical imaging facility (per

unit). ... $50
E14. ClassA industrial radiofrequency

facility. ............... $60
E15. ClassB industria radiofrequency

facility................ $180
E16. ClassCindustria radiofrequency

facility. ............... $300
E17.  Other radiation machine. . Full Cost

Notes: (1) 20% of the base fee for each additional site, not to exceed 100% additional for all sites.
(2) 50% of the annual fee for the license type required for full use of the stored radioactive materials.
(3) SeeR12-1-1307.
B. The annual fee for a license or registration for which the scheduled fee is “Full Casattibeapproximately 18% of the

full actual cost to the Agency for the personnel, consultants, facilities, equipment, supplies, and transportation used in

evaluating the original application. The cost offgH applications for amendments and all regular inspections during the

5 five-year normal life of the license or registrationcédculated as follows:

1. The application fee ishal-bebased on estimates of the cost whichsira-in-tura-bédased on consideration of (in
order of preference):

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

2. Annual fees for the 2rekeendhrough 4tHeurth years areshall-bedetermined by recalculation of the estimate made
under subsection (B)(Pursuantto-paragraph-(&peve considering the actual cost based on experience in previous
years and any revision of the estimated future costs.

3. The fee for the 5thifth year_isshall-be22.5% of the total actual cost to the Agency to issue and service the license or
registration over the 1§irst 4 four years of the license.

R12-1-1307. Special License Fees

A. The fee for a Type D16 license providing reciprocal recognition under R12-1-320 of a radioactive materials license issued
by the U.S. NRC or another state isshkall-beone-halfof the annual fee for an Arizona license of the appropriate type.
The fee isshall-bedue and payable at the time reciprocity is requested, and the general_licersetinesbecome cur-
rent until the fee is paid.
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B. Thefeefor aType D17 rad|oact|vewa§e transfer-for-disposal licenseis
: al-shat-be $2.50 per cubic foot of waste transferred, including packaging.
1. A standard 55- gal Ion drum Waste package is shalt-be considered to be 7 1/2 cubic feet of waste.
2. Thefeeisshal-be due at the time the waste is shipped, unless a prior written agreement between the licensee and the
Agency isin effect. The total fee due shall be paid to the Agency in accordance with R12-1-1305(A).
For alow-level radioactive waste disposal site the initial application feeis $3,000,000. The annual feefor the 2nd through
5th yearsis $3,000,000. The Agency shall promulgate a new fee rule for years subsequent to year 5. Based on data gath-
ered during the 1st 5 years, the Agency shall set a reasonable fee after consideration of the following factors;
1. Unrecovered costs which the Agency may charge under A.R.S. 830-654(B)(18).
2. Actual costs incurred by the Agency.

R12-1-1308. Feefor Requested I nspections

A. Alicensee or registrant may request an inspection of its facility at any time. The Ageneyilstdlithe licensee or reg-
istrant 90% of the full cost of the inspection, based on personnel time for preparation, travel, on-site inspection, review of
findings, and preparation ofraport, charged at $25 per hour and mileage charged at 25¢ per mile.

B. No change.

o

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

R12-1-1309. Abandonment of License or Registration Application

A. Any license or registration application for which the applicant has been provided a written notification of deficiencies in
the application and for which the applicant does not make a written attempt to supply the requested information or request
an extension in writing within 90 days of the date of the written notice of deficiencies, is considered abandoned and will
not be processed.

B. _If an applicant does not act in the time-frame specified in subsection(A), the applicant shall submit a new application
with the appropriate fee
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	NOTICES OF FINAL RULEMAKING
	The Administrative Procedure Act requires the publication of the final rules of the state’s agenc...

	NOTICE OF FINAL RULEMAKING
	TITLE 4. PROFESSIONS AND OCCUPATIONS
	CHAPTER 10. BOARD OF COSMETOLOGY
	PREAMBLE
	1. Sections Affected Rulemaking Action
	R4-10-101 Amend R4-10-104 Renumber R4-10-104 New Section R4-10-105 Renumber R4-10-105 New Section...

	2. The specific authority for the rulemaking, including both the authorizing statute (general) an...
	Authorizing statute: A.R.S. § 32-504(A)(1)
	Implementing statutes: A.R.S. §§ 32-504(A)(5), 32-510, 32-511, 32-512, 32-517, 32-513, 32-531, 32...

	3. The effective date of the rules:
	May 18, 1999

	4. A list of all previous notices appearing in the Register addressing the proposed rules:
	Notice of Rulemaking Docket Opening: 4 A.A.R. 3046, October 16, 1998. Notice of Proposed Rulemaki...

	5. The name and address of agency personnel with whom persons may communicate regarding the rulem...
	Name: Sue Sansom, Executive Director
	Address: State Board of Cosmetology 1721 East Broadway Tempe, Arizona 85282
	Telephone: (602) 784-4539
	Fax: (602) 255-3680

	6. An explanation of the rule, including the agency's reasons for initiating the rule:
	A.R.S. §§ 41-1072 through 41-1078 require all state agencies, boards, and commissions that are su...

	7. A reference to any study the agency proposes to rely on in its evaluation of or justification ...
	None.

	8. A showing of good cause why the rules are necessary to promote a statewide interest if the rul...
	Not applicable.

	9. The summary of the economic, small business, and consumer impact:
	The principal economic impact of the proposed rules will be borne by the Board. The costs are mod...

	10. A description of the changes between the proposed rules, including supplemental notices, and ...
	R4-10-104(E)(3)
	The Board changed the introductory sentence from: "...signed by an owner or manager of a licensed...
	R4-10-104(E)(1)(d)
	The Board deleted "or a bachelor's degree".
	R4-10-106(B)(1)(a)
	The Board changed:
	a. For approval to take an examination or approval or denial of a school or salon license, when t...
	to:
	a. For approval to take an examination, approval or denial of school or salon license, or approva...
	R4-10-106(B)(1)(b)
	The Board deleted "or reciprocity".
	R4-10-106(C)(2)
	The Board inserted R4-10-106(C)(2) as follows and renumbered subsequent subsections:
	2. During the substantive review time-frame, the Board may make 1 comprehensive written request f...
	R4-10-106(D)
	The Board inserted R4-10-106(D) as follows:
	D. The Board shall consider an application withdrawn if within 180 days from the application subm...
	1. Supply the missing information under subsection (B)(2) or (C)(2); or
	2. Take an examination.
	R4-10-106(E)
	The Board inserted R4-10-106(E) as follows and renumbered subsequent subsections:
	E. An applicant who does not wish an application withdrawn may request a denial in writing within...
	Table 1
	The Board added citations to statutory authority.
	The Board added time-frames for license reactivation.
	R4-10-401(3)
	The Board added the following and conformed subsequent numbering:
	3. If a partnership, a copy of the partnership agreement;

	11. The summary of the principal comments and the agency response to them:
	The Board did not receive any comments.

	12. Any other matters prescribed by statute that are applicable to the specific agency or to any ...
	None.

	13. Incorporations by reference and their location in the rules:
	None.

	14. Was this rule previously adopted as an emergency rule?
	No.

	15. The full text of the rules follows:


	TITLE 4. PROFESSIONS AND OCCUPATIONS
	CHAPTER 10. STATE BOARD OF COSMETOLOGY
	ARTICLE 1. GENERAL PROVISIONS
	ARTICLE 2. SCHOOLS
	ARTICLE 4. SALONS
	ARTICLE 1. GENERAL PROVISIONS
	R4-10-101. Definitions
	R4-10-104.R4-10-108. Licensing Examinations
	R4-10-104. Application for License by Examination
	R4-10-105.R4-10-109. Instructor examinations
	R4-10-105. Application for License by Reciprocity
	R4-10-106. License Application and Renewal Repealed
	R4-10-106. Licensing Time-frames
	Table 1. Time-frames (in days)
	R4-10-107. License Renewal
	R4-10-107.R4-10-110. Reactivating an Inactive License
	R4-10-108.R4-10-111. Display of Licenses and Signs
	R4-10-109.R4-10-112. Infection Control and Safety Standards
	R4-10-110.R4-10-113. Establishment Management
	R4-10-111.R4-10-114. Disciplinary Action
	R4-10-112.R4-10-115. Rehearing or Review of Decision

	ARTICLE 2. SCHOOLS
	R4-10-201. School Licensing Procedures Repealed
	R4-10-201. Application for a School License; Renewal

	ARTICLE 4. SALONS
	R4-10-401. Salon License Application; Modifications; Transfers Repealed
	R4-10-401. Application for a Salon License
	R4-10-402. Changes Affecting a Salon License
	R4-10-402. R4-10-403. Salon Requirements and Minimum Equipment Requirements
	R4-10-403.R4-10-404. Mobile Services
	R4-10-404.R4-10-405. Shampoo Assistants


	NOTICE OF FINAL RULEMAKING

	TITLE 4. PROFESSIONS AND OCCUPATIONS
	CHAPTER 19. BOARD OF NURSING
	PREAMBLE
	1. Sections affected Rulemaking action:
	R4-19-303 Amend

	2. The specific authority for the rulemaking, including both the authorizing statute general and ...
	Authorizing statute: A.R.S. § 32-1606(A)
	Implementing statutes: A.R.S. §§ 32-1635 and 32-1640

	3. The effective date of the rules:
	May 18, 1999

	4. A list of all previous notices appearing in the Register addressing the final rule:
	Notice of Rulemaking Docket Opening: 5 A.A.R.461, February 5, 1999. Notice of Proposed Rulemaking...

	5. Name and address of agency personnel with whom persons may communicate regarding the rulemaking:
	Name: Janet M. Walsh, Associate Director
	Address: Arizona State Board of Nursing 1651 E. Morten, Suite 150 Phoenix, Arizona 85020
	Telephone: (602) 331-8111, Ext. 145
	Fax: (602) 906-9365

	6. An explanation of the rule, including the agency’s reasons for initiating the rule:
	Pursuant to A.R.S. § 32-1606(B), all applicants for initial licensure or certification are requir...

	7. A reference to any study that the agency proposes to rely on in its evaluation of or justifica...
	None.

	8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule ...
	Not applicable.

	9. The summary of the economic, small business, and consumer impact:
	The proposed amendment will have a minimal economic impact on professional and practical nurse ap...

	10. A description of the changes between the proposed rules, including supplemental notices and f...
	The Board made stylistic changes to the rule to improve clarity. The changes do not affect the su...

	11. A summary of the principal comments and the agency response to them:
	Two individuals representing 2 long-term care organizations in the state (Arizona Association of ...

	12. Any other matters prescribed by statute that are applicable to the specific agency or to any ...
	Not applicable.

	13. Incorporation by reference and their location in the rules:
	Not applicable.

	14. Was this rule previously adopted as an emergency rule:
	Not applicable.

	15. Full text of the rule follows:


	TITLE 4. PROFESSIONS AND OCCUPATIONS
	CHAPTER 19. BOARD OF NURSING
	ARTICLE 3. LICENSURE
	ARTICLE 3. LICENSURE
	R4-19-303. Temporary License


	NOTICE OF FINAL RULEMAKING

	TITLE 6. ECONOMIC SECURITY
	CHAPTER 5. DEPARTMENT OF ECONOMIC SECURITY
	SOCIAL SERVICES
	PREAMBLE
	1. Sections Affected: Rulemaking Action:
	Article 23 Repeal R6-5-2301 Repeal R6-5-2302 Repeal R6-5-2303 Repeal R6-5-2304 Repeal R6-5-2305 R...

	2. The specific authority for rulemaking, including both the authorizing statute (general) and th...
	Authorizing Statutes: A.R.S. §§ 41-1003, 41-1954(A)(3), and 46-134(A)(12)
	Implementing Statutes: A.R.S. §§ 8-201, 8-531, 8-807, and 41-1959

	3. The effective date of the rules:
	May 18, 1999

	4. A list of all previous notices appearing in the Register addressing the final rule:
	Notice of Rulemaking Docket Opening: 1 A.A.R. 1157, July 21, 1995; Notice of Proposed Rulemaking:...

	5. The name and address of the agency personnel with whom persons may communicate regarding the r...
	Name: Paulina Vazquez-Morris
	Address: Department of Economic Security 1717 W. Jefferson Phoenix, Arizona 85007
	Telephone: (602) 542-1163
	Fax: (602) 542-5339

	6. An explanation of the rules, including the agency’s reasons for initiating the rules:
	The purpose of the rule is to set forth Departmental procedures for the protection and disclosure...

	7. A reference to any study that the agency proposes to rely on in its evaluation of or justifica...
	None.

	8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule ...
	Not applicable.

	9. The summary of the economic, small business, and consumer impact:
	There is an economic impact for some consumers attributable to the rules. The economic impact res...

	10. A description of the changes between the proposed rules, including supplemental notices, and ...
	Technical Changes (Format, Style, Grammar, Consistency)
	Based on public comments, the Department’s review of the rules, review by the Attorney General’s ...
	R6-5-5601 Deleted statutory reference 8-546;
	R6-5-5601 Changed statutory reference from 8-546.11 to 8-531, 8-201, and 8-807.
	R6-5-5601(13)(A) Changed “A” to “a.”
	R6-5-5602 Changed statutory reference from 8-546.11 to 8-807.
	R6-5-5603(A) Changed statutory reference from 8-546.11 to 8-807.
	R6-5-5603(B)(3) and (4) Indented “a” through “d” to the 3rd level.
	R6-5-5603(D) Changed statutory reference from 8-546.11(C)(10),(D),(F) to 8-807 (C)(10), (D), or (F).
	R6-5-5604(C)(3) Inserted a hyphen in “timeframe”; “time-frame.”
	R6-5-5605(A) Changed statutory reference from 8-546.11(C) to 8-807(C).
	R6-5-5605(A) Corrected cross reference from R6-5-5604 to R6-5-5603.
	R6-5-5605(B) Changed statutory reference from 8-546.11(C) to 8-807(C).
	R6-5-5605(C)(2) Changed statutory reference from 8-546.11(C) to 8-807(C).
	R6-5-5605(C)(2) indented “a” and “b” to the 3rd level.
	R6-5-5606(A) Changed statutory reference from 8-546.11(C) to 8-807(E).
	R6-5-5606(B) Corrected cross-reference from R6-5-5604 to R6-5-5603(B).
	R6-5-5606(B)(1) Changed statutory reference from 8-546.11(E) and (G), to 8-807(E) and (G).
	R6-5-5607(A) Changed statutory reference from 8-546.11(H) to 8-807(H).
	R6-5-5607(C) Renumbered duplicate item “2” to number “3.”
	R6-5-5608(A)(1) Indented “a” and “b” to the 3rd level.
	R6-5-5609(A) Changed statutory reference from 8-546.11(C)(12) to 8-807(C)(12).
	R5-5-5609(A) and (C) Changed who will receive and review requests for information . . . “shall se...
	R6-5-5610(A) Changed statutory reference from 8-546.11(C)(14) to 8-807(C)(15).
	R6-5-5610(B)(1) Indented “a” and “b” to the 3rd level.
	R6-5-5611 Corrected the rule reference from R6-5-5-5611 to R6-5-5611.
	R6-5-5612(B) and (D) Changed statutory reference from 8-546.11(C)(10), (D), or (F) to 8-807(C)(10...
	R6-5-5612(C)(2) Changed statutory reference from 8-546.11(D), (F), and (G) to 8-807 (D), (F), and...
	Substantive Changes (Changes that resulted in a change or clarification in the meaning of a rule):
	Based on comments from child advocates, public comment, as well as the Department’s review and re...
	R6-5-5601. Definitions
	R6-5-5601 A comment was received that the definition of “CPS” was not clear in describing the org...
	“CPS” means Child Protective Services, a program within the Administration for Children, Youth an...
	R6-5-5611 This rule has been renumbered to R6-5-5612 to permit the addition of a new rule.
	R6-5-5611 To comply with a statutory change effective August 21, 1998, with a retroactive date of...
	R6-5-5612(B), (C), and (D) The fee the Department will charge for copies of records and files has...
	R6-5-5612(E) This section has been deleted as the 25¢ fee per page will be charged in all cases a...

	11. A summary of the principal comments and the agency responses to them:
	The Department received public comments regarding the issues summarized below. This section descr...
	R6-5-5601 (Protected individual) A comment was received that when it has been confirmed that a pr...
	R6-5-5601 (Redacting) One comment stated the Department should adopt language from Arizona Suprem...
	R6-5-5603 A comment was received that asking a person the purpose for the request should be delet...
	R6-5-5603 One person felt that having an individual notarize the request form is burdensome. The ...
	R6-5-5606 One comment recommended that the time-frames for notifying an individual requesting a c...
	The Department has determined that responding to and releasing requests for information within 30...

	12. Any other matters prescribed by statue that are applicable to the specific agency or to any s...
	Not applicable.

	13. Incorporations by reference and their locations in the rules:
	Not applicable.

	14. Was this rule previously adopted as an emergency rule?
	Not applicable.

	15. The full text of the rules follows:


	TITLE 6. ECONOMIC SECURITY
	CHAPTER 5. DEPARTMENT OF ECONOMIC SECURITY
	SOCIAL SERVICES
	ARTICLE 23. SAFEGUARDING OF RECORDS AND INFORMATION Repealed
	ARTICLE 56. CONFIDENTIALITY AND RELEASE OF CPS RECORDS
	ARTICLE 23. SAFEGUARDING OF RECORDS AND INFORMATION Repealed
	R6-5-2301. Objective Repealed
	R6-5-2302. Legal authority Repealed
	R6-5-2303. Definitions Repealed
	R6-5-2304. System of records to be safeguarded Repealed
	R6-5-2305. Types of information to be safeguarded Repealed
	R6-5-2306. Subpoena of record by court Repealed
	R6-5-2307. Access to records and disclosure of information Repealed
	R6-5-2308. Public information and publicity Repealed
	R6-5-2309. Violation and penalties Repealed
	R6-5-2310. Storage of case records or system of records Repealed

	ARTICLE 56. CONFIDENTIALITY AND RELEASE OF CPS RECORDS
	R6-5-5601. Definitions
	R6-5-5602. Scope and Application
	R6-5-5603. Procedures for Requesting Information
	R6-5-5604. Procedures for Processing a Request for Information
	R6-5-5605. Release of Information in Situations Requiring Immediate Action or Service to a Child
	R6-5-5606. Release of Report and Investigation Findings
	R6-5-5607. Release of Summary Information to a Person Who Reported Suspected Child Abuse and Neglect
	R-6-5608. Release of Information to a Research or Evaluation Project
	R6-5-5609. Release of Information to a Legislative Committee
	R6-5-5610. Release of Information to a State Official
	R6-5-5611. Release of Information to a Person Who Requests Records and Files Concerning an Allege...
	R6-5-5612. Fees


	NOTICE OF FINAL RULEMAKING

	TITLE 12. NATURAL RESOURCES
	CHAPTER 1. RADIATION REGULATORY AGENCY
	PREAMBLE
	1. Section Affected Rulemaking Action
	R12�1�102 Amend Article 2 Amend R12�1�202 Amend Appendix A Amend Article 3 Amend R12-1-301 Repeal...

	2. The specific statutory authority for the rulemaking, including both the authorizing statute (g...
	General: A.R.S. §§ 30-654(B), 41-1073 to 1078
	Specific: A.R.S. §§ 30-657, 30-671(B) 30-672, 30-681, 30-682, 30-683(C), 30-686, 30-687, 30-688, ...

	3. The effective date of the rules:
	May 12, 1999

	4. A list of all previous notices appearing in the Register addressing the final rules:
	Notice of Rulemaking Docket Opening: 3 A.A.R. 1990, July 25, 1997. Notice of Proposed Rulemaking:...

	5. The name and address of agency personnel with whom persons may communicate regarding the rules:
	Name: Dan Kuhl
	Address: Arizona Radiation Regulatory Agency 4814 South 40th Street Phoenix, Arizona 85040
	Telephone: (602) 255-4845 ext. 233
	Fax: (602) 437-0705

	6. An explanation of the rule, including the agency's reasons for initiating the rule:
	R12-1-102 The definition of “Background radiation” is modified to bring it in alignment with the ...
	The definition for “Exhibit” is added to explain name changes of listings that occur at the end o...
	The definition of “Temporary jobsite” is amended to limit a temporary jobsite to 6 months. This l...
	The definition of “TODE” is amended to correctly reference a subsection in R12-1-419.
	A definition for “Workload” is added so persons affected by R12-1-202 will know what information ...
	R12-1-202 Changes are made to the application, for registration of radiation producing machine re...
	Article 2, Appendix A, Registration Forms Corrections are made to spelling and format. The requir...
	R12-1-301 This rule is repealed to eliminate the numbering problem that exists in Article 3. Beca...
	Note: The following Section numbers are the corrected numbers. Each number was originally a digit...
	R12-1-301 This rule describes general requirements for ownership, control, and transfer of radioa...
	R12-1-302 This rule lists exemptions for source material licensing. Only clarification changes ar...
	R12-1-303 Exemptions for licensing radioactive material other than source material are listed in ...
	R12-1-304 A list of license types is presented. Only clarification changes are made.
	R12-1-305 Requirements for source material general licenses are listed. Only format and clarifica...
	R12-1-306 Listed are the requirements for general licenses other than source material. Only minor...
	R12-1-307 Only the rule number is changed.
	R12-1-308 Requirements that must be met when filing an application for a specific license are lis...
	R12-1-309 Requirements that must be met before the Agency will issue a specific license are liste...
	R12-1-310 Subsections (A) through (F), dealing with specific licensing requirements for radioacti...
	R12-1-311 Requirements affecting applicants desiring to manufacture, assemble, repair, or distrib...
	R12-1-312 This rule requires that the Agency issue a license if the applicant meets the applicati...
	R12-1-313 Described are specific conditions and terms of licenses. Licensed activities governed b...
	R12-1-314 The expiration date of a license is described. A word change is made to improve clarity.
	R12-1-315 Requirements for renewing a license are listed. A minor word change is made.
	R12-1-316 The method for amending a license is described. A minor word change is made.
	R12-1-317 Under this rule the Agency is required to follow specific procedures in renewing or ame...
	R12-1-318 The rule details the steps that must be followed in transferring radioactive material t...
	R12-1-319 Procedures for modification, revocation, and termination of licenses are listed. Minor ...
	R12-1-320 This rule is modified to better delineate the requirements that must be met when the Ag...
	R12-1-321 The licensee is required to follow the rules in Article 15 when preparing radioactive m...
	R12-1-322 Certain radioactive material users are required to have an emergency plan, preventing r...
	R12-1-323 A decommissioning plan and funding rule is added so that licensees possessing certain a...
	Schedule C Moved to Article 7 as Exhibit A with the other requirements moved from R12-1-310 to Ar...
	Schedule D This schedule becomes Exhibit C.
	Schedule E This schedule becomes Exhibit D.
	Exhibit E A new Exhibit E is added. This schedule contains a listing of the information that must...
	R12-1-407 Six license categories are exempted from the record requirements in this rule due to th...
	R12-1-408, R12-1-409, R12-1-411, and R12-1-415
	These rules are concerned with radiation exposure limits. In each rule a correction is made to a ...
	R12-1-418 Because of its importance, a subsection dealing with calibration of survey instruments ...
	R12-1-419 This rule is the cornerstone for the standards that must be followed when determining w...
	R12-1-442 A reference is added to clarify this rule that regulates the shipment of radioactive wa...
	R12-1-449 This new rule requires the radiation user performing radiation surveys as part of a rad...
	R12-1-450 A new rule is added regulating the use and inventory of sealed sources for unspecified ...
	R12-1-511 A minimum training level for enclosed radiography x-ray machine users is added to the i...
	R12-1-541 Changes are made to clarify the record-keeping requirements placed on cabinet and shiel...
	R12-1-606 Minor changes are made to the fluoroscopic installation requirements. Unit conversions ...
	R12-1-612 Radiation leakage record retention requirements for x-ray and electron therapy systems ...
	R12-1-701 With the major changes and additions to Article 7 the scope is now expanded to include ...
	R12-1-702 This Section is amended to include definitions that will aid in understanding the requi...
	R12-1-703 This Section contains the licensing requirements that were moved from R12-1-311. Includ...
	R12-1-704 This Section is added to describe the necessary supervision that is needed for use of r...
	R12-1-705 This Section is added. The rule requires all medical licensees to have a Radiation Safe...
	R12-1-706 Parts of this Section contain new requirements. The Radiation Safety Commitee required ...
	R12-1-707 This rule requires each medical licensee to have in place a functioning Quality Managem...
	R12-1-708 This requirement is not new; it is moved from R12-1-311(E). However, the standards requ...
	R12-1-710 This requirement, allowing visiting qualified physicians to supervise the use of radioa...
	R12-1-711 This Section is not new; it is moved from Article 3. However, its format is expanded to...
	R12-1-712 This new Section contains requirements that must be met by licensees that possess radio...
	R12-1-713 This is a new Section. Each medical licensee that administers radiopharmaceuticals is r...
	R12-1-714 Formerly R12-1-703, this Section addresses concerns associated with the use of sealed s...
	R12-1-716 Formerly R12-1-704. Contained in this Section are requiremnts that must be met when pra...
	R12-1-717 This is a new Section. Added are requirements for the use of remote after-loading brach...
	R12-1-718 This is a new Section. Requirements for performing stereotactic radiosurgery are added ...
	R12-1-719 This is a new Section. The release of patients containing radiopharmaceuticals is curre...
	Exhibit A This exhibit is added to accommodate moving Groups I through V from Article 3 to Articl...
	R12-1-801 Only minor changes are made to improve understandability of this statement that defines...
	R12-1-802 Only minor changes are made to the definitions needed for the understanding of the rule...
	R12-1-803 This Section contains the requirements for the use of enclosed beam x-ray systems. Only...
	R12-1-804 This Section contains the requirements for the use of open beam x-ray systems. Deleted ...
	R12-1-805 This Section contains administrative responsibilities that must be met by analytical x-...
	R12-1-806 Operation requirements for analytical x-ray systems. Major wording changes are made to ...
	R12-1-902 This Section is being repealed because the requirement to register a particle accelerat...
	R12-1-903 General requirements for issuance of a registration for a particle accelerator are list...
	R12-1-904 This Section contains special requirements for users of particle accelerators in the pr...
	R12-1-911 Radiation survey requirements for particle accelerator facilities are listed. Included,...
	R12-1-1001 The purpose and scope of Article 10 are listed. Only minor wording changes are made.
	R12-1-1002 Notice to worker posting requirements are listed. Minor rule reference changes are mad...
	R12-1-1003 The Section describes instructions that must be given to workers in areas of radiation...
	R12-1-1004 This Section stipulates individual notification requirements for those individuals exp...
	R12-1-1005 This Section allows a worker to have another individual represent the worker during an...
	R12-1-1006 This Section allows Agency inspectors to meet privately with licensee or registrant wo...
	R12-1-1007 Under this Section a licensee or registrant worker may request an Agency inspection. M...
	R12-1-1008 If the Agency refuses to perform an inspection, requested according to R12-1-1007, the...
	R12-1-1209 A Notice of Violation will be provided to a licensee or a registrant following an insp...
	R12-1-1210 The Section describes action that can be taken by the Agency Director based on the res...
	R12-1-1212 A licensee or registrant may request a hearing upon receiving an initial order. To cor...
	R12-1-1213 Listed are the 5 severity levels of violations. In subsections (A), (B), (C), and (E) ...
	R12-1-1214 The mitigating factors that may affect the outcome of violations are listed. Subsectio...
	R12-1-1215 Listed are the various license and registration divisions. The division lists are refo...
	R12-1-1216 The schedule of civil penalties is listed in this Section. Minor word changes are made...
	R12-1-1217 This Section contains augmented consequences for violations that have the prescribed c...
	R12-1-1218 The timing and method of payment of civil penalties is described in this Section. The ...
	R12-1-1219 Unsafe conditions may result in a license or registration being revoked. If the condit...
	R12-1-1220 The Director may take escalated enforcement actions such as suspending or modifying a ...
	R12-1-1222 Before the Agency initiates formal proceedings, a licensee or registrant may request a...
	R12-1-1223 The legislature has required that the Agency add time-frames during which the Agency w...
	R12-1-1301 A single definition is listed. The definition for “combined” is modified to clarify ho...
	R12-1-1302 Definitions for each of the license and registration categories are listed. With this ...
	a. Research and development, and laboratory categories that were inadvertently left out of the ru...
	b. A “NORM” commercial disposal site category is added to accommodate any future sites of this ty...
	Other minor changes are made for clarification purposes, included is a change in rule title to re...
	R12-1-1303 An applicant is required to pay the current fee upon submitting an appliaction for lic...
	R12-1-1304 Each year licensees and registrants are required to pay an annual fee. Minor word chan...
	R12-1-1305 The required method of payment is described. Minor word changes are made.
	R12-1-1306 The fee table for all regulated categories is listed in the table. New fees for the ne...
	R12-1-1307 Special license fees for reciprocity recognition, radioactive waste transfers, and a l...
	R12-1-1308 A fee for requested inspections is listed. The only change of consequence is the milea...
	R12-1-1309 The Section adds the requirement for an applicant to respond to a deficiency letter in...

	7. A reference to any study that the agency proposes to rely on in its evaluation of or justifica...
	None.

	8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule ...
	Not applicable.

	9. The summary of the economic, small business, and consumer impact:
	Disposal site licensing fees:
	R12-1-1302 A $200,000 licensing fee is proposed for a naturally occurring radioactive material (N...
	R12-1-1307 A $3,000,000 licensing fee is proposed for a Low-level Radioactive Waste Disposal Site...
	Other Changes and Additions:
	R12-1-311 Nuclear pharmacies will be allowed to function under Board of Pharmacy rules in dispens...
	R12-1-323 The decommissioning rule could potentially add substantial cost to users of very large ...
	R12-1-1223 This Section is amended in an effort to decrease time and effort wasted on applicants ...
	R12-1-1302 and R12-1-1306 Other new categories are added to insure radiation use is occurring in ...
	C16 Research and Development (R&D)$750
	C17 Laboratory (LAB)$600
	D19 NORM waste site$200.000 (See above)
	Note: R&D and LAB licensees are paying these fees at this time classified under the D18 category.
	R12-1-1309 This could potentially cause an economic burden on an applicant if information is not ...
	Other changes and additions are made to improve clarity, consistency, and understanding of the ru...

	10. A description of the changes between the proposed rules, including supplemental notices, and ...
	Article 2:
	1. Article 2 heading and R12-1-202 section heading, and subsection (B)
	“Facilities” and “machine” are reinserted to improve understanding of the requirement.
	2. R12-1-202(D)
	Reference to R12-1-208 is added as originally listed in current rule. This reference was inadvert...
	Article 3:
	1. In R12-1-310(A)(2)(b) “If two or more radionuclides are possessed, the ratio of the quantity p...
	2. In R12-1-322(A) the word “might” is removed from the definition of “emergency Plan”. The defin...
	3. In R12-1-323(C) each licensee needing to submit a decommissioning funding plan will now be all...
	4. In the title of Exhibit C the following underlined words are added for clarity and consistency...
	Article 4:
	1. In R12-1-419(B) a change is made in the wording so the personnel monitoring exemption proposed...
	2. In R12-1-449(B)(2) the wording requiring the person doing the calibration to check a survey me...
	It is deleted to clarify the intent that check sources are used prior to use of a survey meter wh...
	3 In R12-1-450(A) the wording is changed to allow a choice between the manufacturer’s safety info...
	Article 6:
	In R12-1-612(B)(3)(f) the language “in the therapy facility” is added in place of “at the therapy...
	Article 7:
	1. In R12-1-702 the word “intraluminal” is added to the definition of “brachytherapy” to better d...
	In the definition “an” is replaced with “a” to correctly structure the sentence.
	Added to the definition of “misadministration” is an additional statement under subsection (1)(d)...
	2. In R12-1-703(A)(3) the words “training and” are added before the word “experience” to correctl...
	3. In R12-1-703(B)(2)(a) the subsections are incorrectly designated with Arabic numbers instead o...
	4. In R12-1-704(B) the wording is changed to improve understandability. As originally drafted, a ...
	5. In R12-1-707 the words “using radioactive material or the radiation from radioactive material ...
	6. In R12-1-713 the wording is changed to clarify the requirement in this Section. The words “wri...
	7. In R12-1-714(A)(4) the wording is changed to allow a choice between the manufacturer’s safety ...
	8. In R12-1-714(C)(1) and (2) the words “A physician on a radioactive material license or qualifi...
	The word “determine” is replaced with “measure” in subsection (C)(1) and (2). Also, the words “by...
	9. In R12-1-714(D)(2) the words “A physician on a radioactive material license or qualified desig...
	10. In R12-1-716(G)(1) the certifying organization “American Board of Medical Physicists in Radia...
	11. In R12-1-717(F)(1)(b), (b)(ii), and (b)(iii) changes are made to subsection (F)(1)(b) to corr...
	12. In R12-1-719(A) the words “or an amount specified in license conditions” is added at the end ...
	13. In R12-1-719(B) and (D) the requirements associated with treatment of breast-feeding women an...
	14. In R12-1-719(C) there is confusion created by the use of “record of the basis for authorizing...
	15. In subsection (G) under Group IV of Exhibit A the amount of Iodine-131 that can be administer...
	Article 8:
	In R12-1-804(I) “decommissioning” is replaced with “is no longer used” to improve understanding o...
	Article 9:
	1. In R12-1-904(B) a reference to R12-1-706 is added to make the language in this Section consist...
	2. In R12-1-911(B)(3) and (4) a beginning particle accelerator energy level of 30 Mev is added so...
	Article 10:
	In R12-1-1006(A) and R12-1-1007(A) change “registration” to “registrant” and delete “and licenses...
	Article 12:
	1. In R12-1-1213(A)(1)(c) and (B)(1)(c) the word “therapeutic” is added so that therapy users, us...
	2. In R12-1-1213(C)(1), R12-1-1213(C)(2), and R12-1213(C)(3) the following additions are made.
	Added in the 1st part of the statement is “loss of control over a radiation source” which will in...
	3. The underlined proposal in R12-1-1222(A) is deleted and the word “consists” is put into the re...
	Article 13:
	The heading of R12-1-1302 is confusing when compared to the heading of R12-1-304. In the heading ...
	In closing, a number of very minor changes were made to this rule package to improve clarity and ...

	11. A summary of the principal comments and the Agency response to them:
	1. Reinsert the word “facility” into Article 2 heading and R12-1-202, and make “machines” singula...
	Agency response: Changes are made as recommended.
	2. The definition for a broad scope license in R12-1-310 is not adequate
	Agency response: A change is not needed for the following reasons:
	a. The applicant must also meet the requirements in subsection (B) as well as meet the basic defi...
	b. This category is further defined in R12-1-1302.
	c. The current licensing system employed by the Agency has enough flexibility built into it to al...
	3. In R12-1-322 the word “might”in the definition for “Emergency Plan” is inappropriately used.
	Agency response: The agency agrees this term may not be the best, but it is believed an emergency...
	4. Why is the multiplication factor 0.3 used when determining a whole body exposure from a collar...
	Agency response: Studies have shown that 0.3 is the appropriate conversion when 1 badge is worn. ...
	5. R12-1-450(A) and R12-1-714(A)(4) have not made any accommodations for old sources that do not ...
	Agency response: A statement addressing this issue has been added to both Sections.
	6. R12-1-511(2) is listed twice; remove 1 listing. Remove phrase “or if applicable, a program to ...
	Agency response: The Agency agrees with removal of the duplication, but disagrees with removal of...
	7. There are no computer tomography (CT) x-ray rules and computerized tomography systems are not ...
	Agency response: The Agency is aware of this deficiency. CT rules will be promulgated in the next...
	8. It is recommended that examples of “specific surgical applications” be listed in R12-1-606 to ...
	Agency response: The Agency is not in the habit of putting examples in rules. This would make the...
	9. Users of therapy simulators should be exempted from the requirements in R12-1-606.
	Agency response: This request cannot be met at this time because the change would be substantive ...
	10. In R12-1-612(B)(3)(f) there is no need for the calibration report to be at the therapy unit c...
	Agency response: The Agency agrees that a change is needed. A change will be made as requested. I...
	11. There are no qualifications listed for a radiation safety officer in R12-1-705.
	Agency response: Radiation Safety Officer credentials will not be added so that each applicant ca...
	12. There has been no accommodation made for someone other than the authorized user doctor named ...
	Agency response: As stated in an earlier rule the physician named on the license is the superviso...
	13. In R12-1-714(D)(2) the patient’s chart is not always accessible to individuals wanting to add...
	Agency response: The Agency agrees. A more general term “records” will be used in place of the te...
	14. The American Board of Medical Physicists in Radiation Oncology Physics should be included as ...
	Agency response: The Board has been added to the list as requested. All accepted methods of quali...
	15 R12-1-717(F)(1)(b) defines a required survey that can not be performed as stated in the rule. ...
	Agency response: The Agency agrees to make the requested change. The requirement will now be stat...
	16. As in number 17, R12-1-717(F)(1)(b)(iii) should not contain a reference to a radiation beam. ...
	Agency response: The Agency agrees with this needed change. A change will be made indicating that...
	17. R12-1-911(A), a survey meter is not needed in a particle accelerator facility.
	Agency response: The Agency disagrees. A meter should always be available in a facility. This req...
	18. R12-1-912(B) is no longer applicable to particle accelerator safety programs.
	Agency response: This may be true, however, this is not new language and the Agency cannot change...
	19. In R12-1-1006(A), “registration” should be “registrant” in the new language at the beginning ...
	Agency response: Changes are made as suggested.
	20. In R12-1-1213(C)(1)(c), add “diagnostic” in the statement with therapeutic doses.
	Agency response: The Agency disagrees and will not make the change because an incorrect diagnosti...
	21. In R12-1-1213(C)(1)(c) a reference to “resulting in an excessive individual exposure” and “lo...
	Agency response: The 1st statement is already included while the 2nd is added as suggested.
	22. In R12-1-1213(C)(3), add “registration” and “registrant”.
	Agency response: Changes are made as suggested.
	23. What is an “industrial radiation machine” as listed in R12-1-1215(A)(2), and should it be lis...
	Agency response: This category of use is defined in R12-1-1302. It is located in this Division be...
	24. Civil penalties promote an adversarial approach to inspecting radiation users.
	Agency response: The Agency has always had an “open door policy” when communicating about complia...
	25. The civil penalties in R12-1-1216 are counterproductive in that they do not promote less radi...
	Agency response: The Agency disagrees. Civil penalties are used by many agencies both federal and...

	12. Any other matters prescribed by statute that are applicable to the specific agency or to any ...
	Not applicable.

	13. Incorporations by reference and their location in the rules:
	10 CFR 32 R12-1-306(E)(3) Page 105
	10 CFR 32.26 R12-1-311(C) Page 141
	10 CFR 32.29 R12-1-311(C) Page 141
	10 CFR 32.53-56, R12-1-311(E) Page 149
	and 32.101
	10 CFR 32.57, 58, R12-1-311(F)(2) Page 149
	32.102 and 70.39
	10 CFR 32.61, 32.62
	and 32.101 R12-1-311(I)(2) Page 153
	10 CFR 30.35 R12-1-323(C) Page 182
	and 40.36
	10 CFR 30.36(g)(1) R12-1-323(E)(1) Page 183
	10 CFR 30.36(i) R12-1-323(E)(5) Page 184
	10 CFR 30.36(j) R12-1-323(E)(6) Page 184
	10 CFR 32.72 R12-1-703(C)(2)(a) Page 244
	10 CFR 35 R12-1-704(C) Page 253
	10 CFR 32.72 Exhibit A Page 276
	10 CFR 35(J) Exhibit A Page 276
	10 CFR 35.25 Exhibit A Page 276
	10 CFR 61 R12-1-1302(D)(11) Page 333

	14. Were the rules previously adopted as emergency rules?
	No.

	15. The full text of the rules follows:
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