Arizona Administrative Register

Notices of Proposed Rulemaking

NOTICES OF PROPOSED RULEMAKING

Unless exempted by A.R.S. § 41-1005, each agency shall begin the rulemaking process by first submitting to t}Le Sec-
retary of State's Office a Notice of Rulemaking Docket Opening followed by a Notice of Proposed Rulemaking that

contains the preamble and the full text of the rules. The Secretary of State’s Office publishes each Notice in the next
available issue of thRegister according to the schedule of deadlinesRegister publication. Due to time restraints,
the Secretary of State’s Office will no longer edit the text of proposed rules. We will continue to make numbering and
labeling changes as necessary.
Under the Administrative Procedure Act (A.R.S. § 41-1001 et seq.), an agency must allow at least 30 days to|elapse

after the publication of the Notice of Proposed Rulemaking irRdgester before beginning any proceedings for
adoption, amendment, or repeal of any rule. A.R.S. §§ 41-1013 and 41-1022.
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NOTICE OF PROPOSED RULEMAKING
TITLE 2. ADMINISTRATION

CHAPTER 1. DEPARTMENT OF ADMINISTRATION

PREAMBLE
Sections Affected Rulemaking Action
R2-1-501 Repeal
R2-1-502 Repeal
R2-1-503 Repeal
R2-1-504 Repeal
R2-1-505 Repeal

The specific authority for the rulemaking. including both theimplementing and authorizing statutes.
Authorizing statute: A.R.S § 41-703(3)

Implementing statute: A.R.S. § 41-1027(A)(1)

A list of all previous notices appearing in the Register addressing the proposed rule:
Notice of Rulemaking Docket Opening, 6 AAR 1915, May 26, 2000

Thename and address of agency personnel with whom persons may communicate regarding therule:
Name: Mr. William E. Parker, Assistant Director

Address: ADOA Information Services Division
1616 West Adams St.
Phoenix, Arizona 85007

Telephone: (602) 542-2250
Fax: (602) 542-4272

An explanation of the rule, including the agency’s reason for initiating the rule:
In October of 1985 the Arizona Department of Administration, Data Management Division promulgated rules for the

planning and acquisition of automation technologies. The rules are contained in 2 A.A.C. 1, Article 5 of the Arizona
Administrative Code (see A.A.C. R2-1-501 through R2-1-505). These rules have not been updated since 1985.

A.R.S. 8§ 41-3504(A)(1)(f), enacted in 1996, transfers the authority to evaluate and approve or disapprove budget unit
information technology plans to the Government Information Technology Agency. At the same time A.R.S. § 41-712
and A.R.S. § 41-714 were repealed effective July 1, 1997 and removed the planning and acquisition requirements and
oversight requirements from the ADOA.

This rule repeal is necessary because the Government Information Technology Agency authority supersedes ADOA's
authority.

Volume 6, Issue #26 Page 2214 June 23, 2000



Arizona Administrative Register
Notices of Proposed Rulemaking

[

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

I~

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:
A showing of good cause is not applicable.

|0

Thepreiminary summary of economic, small business, and consumer impact:
Exempt pursuant to A.R.S. § 41-1055(D)(3)

[©

The name and address of agency personnel with whom persons may communicate regarding the accuracy of the
economic, small business, and consumer_impact statement:
This is not applicable in this instance.

10. Thetime, place and nature of the proceedings for the adoption. amendment. or repeal of therule:
No oral proceedings are scheduled on the repeal of these rules. An oral proceeding will be scheduled if a written
request is submitted to the person identified in item 4 within 30 days after publication of this notice.

Comments regarding the repeal can be made to the person listed in item 4 of this document.

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

None

12. Incorporationsby reference and location in the rules:
None

13. Thefull text of the rulesfollows:

TITLE 2. ADMINISTRATION

CHAPTER 1. ARIZONA DEPARTMENT OF ADMINISTRATION

ARTICLE 5. AUFOMAHONRPLANNING-AND-ACQUHSHHON REPEALED

Section

R2-1-501. —-BefinitionRepealed

R2-1-502. -Submission-of pldRepealed

R2-1-503. -Plan-approvélepealed

R2-1-504. -Moedification-of-an-approved-plRepealed

R2-1-505. -Acqulisition-of automation-equipment-and-seniRegealed

ARTICLE 5. AUFOMATHON-RPLANNIINGAND-ACQUISHHON REPEALED

R2-1_-501. Befinitions Repealed

L

2

3

4. data or text,
5 e acquisi-

6. the opera-
+ er equipment
8. ications equip-
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NOTICE OF PROPOSED RULEMAKING

TITLE 4 COMMERCE, PROFESSIONS, AND OCCUPATIONS

CHAPTER 21. BOARD OF OPTOMETRY

PREAMBLE
1. Sections Affected Rulemaking Action
R4-21-101 Amend
R4-21-201 Amend
R4-21-203 Amend
R4-21-204 Amend
R4-21-205 Amend
R4-21-206 Amend
R4-21-207 Amend
R4-21-208 Amend
R4-21-209 New Section
Table 1 Amend
R4-21-304 Amend
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The specific authority for the rulemaking. including both the authorizing statute (general) and the statutes the
rules areimplementing (specific):
Authorizing statutes: A.R.S. 8§ 12-2297, 32-1704, 41-1073

Implementing statutes: A.R.S. §§ 12-2297, 32-1706, 32-1722, 32-1724, 32-1726, 32-1728, 41-1075

A list of all previous notices appearing in the Register addressing thefinal rule:
Notice of Rulemaking Docket Opening: 5 A.A.R. 4267, November 5, 1999

The name and address of agency personnel with whom persons may communicate regarding the rulemaking:
Name: Dr. Jan McVey, President

Address: State Board of Optometry
1400 W. Washington, Room 230
Phoenix, Arizona 85007

Telephone: (602) 542-3095
Fax: (602) 542-3093

An explanation of the rule, including the agency’s reasons for initiating the rule:
This rulemaking complies with SB1084 to establish a program for oral pharmaceutical use, including certification,
continuing education, and course of study and completion regquirements.

Articles 1 and 2 are revised for clarity and understanding, consolidation of like information, and to update the struc-
ture and grammar to meet the requirements of the Governor’s Regulatory Review Council and the Style Manual of
the Office of the Secretary of State.

R4-21-101. Definitions. The term for “certificate of special qualification” has been added and includes all segments

of the field of optometry. The statute definitions for “pharmaceutical” and “pharmaceutical agent” are included and
further defined to make clear that the terms include 3 separate categories: topical pharmaceutical agents, oral pharma-
ceutical agents, and anti-anaphylactic agents. The term “topical pharmaceutical agent” has been deleted, but is rede-
fined under “pharmaceutical” and “pharmaceutical agent.” The term “TPA certificate holder” is no longer used within
the rules and has been deleted.

R4-21-201. Licensure. This Section provides the applicant with the requirements necessary to apply for licensure.
The dates in subsection (B)(3) have been revised to comply with the effective date of SB1084.

R4-21-203. Timeframesfor Licensure, Renewal of License, Certificates of Special Qualification, and Cour se of
Sudy Approval. This Section establishes the length of time the Board is required to issue a license.

The title of this Section has been changed to conform with new terminology, and the word “topical’ has been
removed from the phrase “pharmaceutical agent” in subsection (E)(5).

R4-21-204. License Renewal. This Section provides the applicant with the information necessary to renew a license,
and establishes the number of hours for specific courses used for license renewal. The statute requirement specifying
that the applicant must submit renewal information to the Board before August 31 of the renewal year has been added
to the rule and clarification made of the specific “information” required.

R4-21-205. Course of Sudy Approval. This Section specifies how an accredited educational institution obtains
approval for a course of study.

The Board requested the Pacific University College of Optometry, the Southern California College of Optometry, and
Northeastern State University, College of Optometry, Oklahoma, to propose a course of study for oral pharmaceuti-
cals. The Board then forwarded these documents to the Associate Dean of Curriculum, Theodore Tong, at the Univer-
sity of Arizona College of Pharmacy for review. Of the 2 proposals received, the Board obtained comprehensive
content with regards to pharmacodynamics, pharmacotherapeutic principles — particularly with examining issues of
drug-drug interactions, adverse drug reactions, and side effects. Each segment of the course contains adequate learn
ing sessions that are specific and appropriate to develop prescribing abilities.

The course of study requirements in subsection (A) have been revised to include a minimum of 12 hours in pharma-
cologic principles, and specific requirements established for administering and passing a course of study.

R4-21-206. Pharmaceutical Agent Certificate of Special Qualification. This Section provides an optometrist with
clear instructions for obtaining a Pharmaceutical Agent Certificate of Special Qualification. The Board is following
the recommendation of the Pacific University College of Optometry to require that an optometrist obtain a CPR certi-
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fication to qualify for this special qualification. If injectables are administered to counteract an anaphylactic reaction,
standard CPR procedures may be necessary until emergency services arrive. Therefore, it is necessary for an appli-
cant to possess CPR Certification.

The Board also requires that any documentation deemed confidential by the National Board or an issuing education
ingtitution be submitted directly to the Board by that entity.

The 15-day timeframe to file a written request to appea a decision by the Board has been changed to comply with
standard hearing guidelines.

R4-21-207. Submission of Fee; Issuance and Display of License; Surrender of License. This Section establishes
when license fees must be paid to the Board, sets the requirements for licensure display, and requires the surrender of
alicenseif ordered by the Board.

The Board reviews the examinations taken for licensure at the August Board meeting following the July examination.
The Board notifies all applicants who pass the examination that the license issuance fee must be submitted before a
license will be issued. Currently subsection (A) allows the applicant 60 days to submit the license issuance fee and
another 60 days after receiving the fee for the Board to issue the license. These timeframes are not included in Table
1 and extend the overall timeframe. The 60 days allowed for fee submittal has been changed to 20 days, as allowed by
Table 1. This timeframe should be adequate for fee submission, particularly since the application information has
been submitted and the examination taken.

Currently, the Board issues licenses at their next Board meeting (September). Therefore, the timeframe allowing the
Board an additional 60 days following receipt of payment is unnecessary.

R4-21-208. Continuing Education. This Section provides the criteria used by the Board to determine whether an
education course or program will be approved. Currently subsection (B) allows pre-approved courses by specific edu-
cational institutions. The Board wishes to review all courses submitted for continuing education, therefore, subsec-
tion (B) no longer applies.

Theinformation dealing with license renewa is more appropriate in the license renewal Section and has been moved
to R4-21-204.

R4-21-210. Equipment and Supplies. This Section meets the requirements of A.R.S. § 32-1706(E) by requiring a
licensee to maintain in the licensee’s office medically necessary supportive equipment and supplies that are used in
connection with the treatment of an anaphylactic reaction including oxygen equipment, airway maintenance equip-
ment, or other necessary equipment consistent with the prevailing standard of care as specified by the Board.

Table 1. This Table establishes the timeframes used by the Board when issuing licenses and other approvals.

The “type of license” category has been updated to comply with this rulemaking, and the Initial Licensure by Exami-
nation or Reciprocity timeframe has been separated into 2 timeframes to allow for different administrative review
periods required by R4-21-201 and A.R.S. § 32-1722.

The overall timeframe column has been moved to end of the Table for clarity and understanding.

R4-21-304. Vision Examination Sandards; Records. This Section contains the incorporations by reference and
affirms that the standards of care established by the American Optometric Association are practice guidelines which
must be followed by Arizona optometrists.

The Section also establishes the information and length of time that records must be maintained by an optometrist.
This Section is amended to comply with the 1999 legislative change to A.R.S. § 12-2297, which requires that records
be maintained for 10 years.

A reference to any study that the agency relies on in its evaluation of or justification for the 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

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

Thepreliminary summary of the economic, small business, and consumer_impact:

A. Estimated Costs and Benefits to the Board of Optometry.
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No financial costs are realized by the implementation of this rulemaking. Other than adding a course of study in phar-
maceutical agents and providing an optometrist a Pharmaceutical Agent Certificate of Special Qualification, the
Department does not anticipate there will be any additional administrative functions.

During the past five years, the following licenses have been issued:

LICENSES/APPROVALS 1995 1996 1997 1998 1999
Optometrist
New 28 18 42 30 42
Renewal 540 0 550 0 550
Courses 1 3 1 0 0

B. Estimated Costs and Benefits to Political Subdivisions.

Political subdivisions of this state are not directly affected by the implementation and enforcement of this rulemak-
ing.
C. Businesses Directly Affected By the Rulemaking. (Optometrists, Physician Providers, Educational Institutions)

The Board’s promulgation of this rulemaking provides current optometrists the opportunity to dispense, prescribe,
and administer topical and oral pharmaceutical agents. Currently licensed optometrists may take a 12-hour course of
pharmacological principles and apply to the Board for a Pharmaceutical Agent Certificate of Special Qualification.

Educational institutions will include this 12-hour curriculum as part of the 120-hour required course of study for
optometry certificate of special qualification after August 6, 2000.

Updating certificates of special qualification to dispense, prescribe, and administer topical and oral pharmaceutical
agents will allow optometrists to practice at the highest level of care and may ultimately benefit the patient through a
more effective delivery of medication in certain circumstances.

An optometrist who obtains a Pharmaceutical Agent Certificate of Special Qualification will incur fees for taking
appropriate courses and purchasing equipment to qualify to dispense, prescribe, and administer topical and oral phar-
maceuticals, but the benefits should far outweigh the costs by allowing the optometrist to provide better quality health
care to patients.

This rulemaking may negatively affect physician providers who currently receive referral for tertiary services. There
is no way to forecast, however, the actual effect this rulemaking will have on these providers.

Participating educational institutions will benefit through increased revenues if they update their special courses of
study in pharmaceutical agents.

D. Estimated Costs and Benefits to Private and Public Employment.
Private and public employment are not directly affected by the implementation and enforcement of this rulemaking.
E. Estimated Costs and Benefits to Consumers and the Public.

Currently an optometrist may diagnose a patient and prescribe a topical ocular medication. If a patient needs an
ingested medication, the patient must use an additional provider to prescribe appropriate oral pharmaceutical agents,
which the patient must then take to a pharmacy to be filled. This rulemaking allows an optometrist to initiate a total
treatment plan to dispense, prescribe, and administer appropriate pharmaceutical agents, thereby providing the patient
with one-stop quality healthcare.

F. Estimated Costs and Benefits to Sate Revenues.

This rulemaking will have no impact on state revenues.

9. The name and address of agency personnel with whom persons may communicate regarding the accuracy of the

economic, small business, and consumer impact statement:
Name: Dr. Jan McVey, President

Address: State Board of Optometry
1400 W. Washington, Room 230
Phoenix, Arizona 85007
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Telephone: (602) 542-3095
Fax: (602) 542-3093

10. The time, place, and nature of the proceedings for the adoption, amendment, or repeal of the rule or if no
proceeding is scheduled, where, when, and how persons may request an oral proceeding on the proposed rule:

Date: July 25, 2000
Time: 9:00 am.
Location: State Office Building

1400 West Washington, B-1
Phoenix, Arizona 85007

Nature; Oral Proceeding

Written comments on the proposed rules or preliminary economic, small business, and consumer impact statement

must be received by 5:00 p.m., July 25, 2000. Persons with a disability may request a reasonable accommodation,

such as a sign language interpreter, by contacting the Board’s coordinator, Dr. Jan McVey, President, at (602) 542-
3095 (voice) or 1-800-367-3839 (TDD Relay). Requests should be made as early as possible to allow time to arrange
the accommodation.

11. Any other matters prescribed by statutethat are applicable to the specific agency or to any specific rule or class of
rules.

None

12. Incorporationsby reference and their location in therules:
None

13. Wasthisrule previously adopted as an emergency rule:
No

14. Thefull text of the rulesfollows:

TITLE 4. COMMERCE, PROFESSIONS AND OCCUPATIONS

CHAPTER 21. BOARD OF OPTOMETRY
ARTICLE 1. GENERAL PROVISIONS

Section
R4-21-101. Definitions
ARTICLE 2. LICENSING PROVISIONS
Section
R4-21-201. Licensure
R4-21-203. Timeframes for Licensure, Renewal of Licerse;—FPA-Cettific&eotificates of Special Qualificatipand

Approval of Course of Study
R4-21-204. —Renewal-dficense Renewal
R4-21-205. —Beard-approved-Courses-of-St@ayrse of Study Approval

R4-21-206. —ssuance-ofF FRPA-Certificate-to-Optometry-Sechool-GraduatesPriortoJuly-1 RH88ceutical Agent
Certificate of Special Qualification

R4-21-207. Submission of Fee; Issuance and Display of License; Surrender of License
R4-21-208. Continuing EducatiorRegquirementsProgram-Criteriaand-Procedures
R4-21-209. Equipment and Services

Table 1. Timeframes

ARTICLE 3. REGULATORY PROVISIONS

Section
R4-21-304. Vision Examination Standards; Records.
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ARTICLE 1. GENERAL PROVISIONS

R4-21 101. Def|n|t|ons
- In_addition to the definitions established in A.R.S. § 32-

1701 the followmq terms applv to thIS Chapter

1. “Accredited’means that an educational institution is officially approved by the New England Association of Schools
and Colleges, Middle States Association of Colleges and Secondary Schools, North Central Association of Colleges
and Schools, Northwest Association of Schools and Colleges, Southern Association of Colleges and Schools, West-
ern Association of Schools and Colleges, or the American Optometric Association Council on Optometric Education
to offer courses in optometry

2. “Application” means forms designated as applications and all documents and additional information the Board
requires to be submitted with an application.

3. ‘“Board” meansthe Arizena-State-Board-of- Optometsyate board of optometr.R.S. § 32-1701(1)

4. “Certificate of special qualification” means a document that allows the holder to practice in a specific area of optom-
etry specified in A.R.S. § 32-1728.

4.5. “Incompetenceineans:

a. Lack of professional skill or fidelity in performing the practice of optometry;
b. Treatmentin a manner contrary to accepted optometric practices;
c. Lack of physical or mental fitness to discharge professional duties.

5.6. “Licensure by examinationheans an applicant has met the examination requirements of A.R.S. § 32-1724.

6.7. “Licensure by reciprocityfneans an applicant has satisfied all of the requirements of A.R.S. § 32-1723.

#8. “Low vision rehabilitation’'means evaluation, diagnosis, management, and treatment, including the prescribing of
corrective spectacles, contact lenses, prisms or filters; or the employment of any means for the adaptation of lenses.

8:9. “National Board’means the National Board of Examiners in Optometry.

9.10.*National Board Exam’means the optometry examlnatlom:tmlnlstered by the National Board—FheBeard-may

11. “Pharmaceut|cal” or Dharmaceutlcal aqent means a prescription or nonprescrlptlon substance, or a schedule Il con-
trolled substance used for examination, diagnosis or treatment of conditions of the human eye and its adnexa. A.R.S.
§ 32-1701(5). Pharmaceutical and pharmaceutical agent includes the following categories:
a. “TPA” (topical pharmaceutical agent) means an externally-applied medication used to diagnose, treat, and man-
age disease of the eye and its adnexa.;
“Oral pharmaceutical” means an ingested medicine used to diagnose, treat, and manage disease of the eye and its
adnexa; and
c. “Anti-anaphylactic agent” means a self-injecting syringe delivering a 0.3 mg or 0.15 mg intramuscular dose of

=

epinephrine for the emergency treatment of allermc reactlons

at—and manage

s Rd 32-1728.

12. “Vision therapy means an |nd|vrduaI|zed treatment program prescribed to |mprove or rehabilitate conditions such as
strabismus or amblyopia. Vision therapy is designed to help individuals learn, relearn, or reinforce specific vision
skills, including eye movement control, focusing control, eye coordination, and the teamwork of the 2 eyes. It may
include prescribing of corrective spectacles, contact lenses, prisms or filters, or the employment of any means for the
adaptation of lenses.

ARTICLE 2. LICENSING PROVISIONS

R4-21-201. Licensure

A. An-applicantAny person applyindor licensure-by-examinatiaghall submitte-the-Board-all tie following information
en-a-form-provided-by-the-Beaah the licensure applicatiomot later than 30 daysprier beforethe date of thelicensing
examination:

The applicant’s full name;

The applicant’s place and date of birth;

The applicant’s current residence;

The applicant’s residence addresses for the past 10 years;

The applicant’s educational background;

The applicant’s previous optometric experience;

The applicant’s previous optical experience;

The applicant’s work experience or occupation for the past 10 years;

A list of the appllcants previous state board examinations;

10 A list of the states in which ttapplicant is or has been licensed and, if a license is no longer valid, the reasons why;
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13.

14.

15.
16.
17.
18.
19.

20.
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Whether the applicant has ever been denied the right to take an examination for optometric licensure by any state;

Whether the applicant has ever been refused an optometric license or renewal in any state;

Whether the applicant has ever had alicense or certificate of registration to practice optometry suspended or revoked

by any optometric licensing agency, board, or equivalent;

Whether any disciplinary action has ever been ingtituted against the applicant by any optometric licensing agency or

equivalent, including any to determine whether the applicant’s license to practice optometry should be suspended or
revoked;

Whether the applicant has ever been arrested for, pled guilty to, or been convicted of a felony or misdemeanor
offense;

Whether the applicant has been addicted to narcotic substances or habitually abused alcohol within the last 10 years;
Whether the applicant is presently addicted to narcotic substances or habitually abuses alcohol;

If the answer to any of the questions in subsectiond IN}irough_(A)(L7) is affirmative, a complete explanation of

the details, including dates;

The signed endorsements of 3 professional or business persons, unrelated to the applicant, who have known the appli-
cant for at least the past 3 years;

A sworn statement under oath by the applicant verifying the truthfulness of the information provided by the applicant;
and

A photograph of the applicant showing head and shoulders and measuring 2” by 3.

B. In addition to the requirements of subsection (A), an applicant for licenrsure-by-examstaibaubmit or arrange to
have submitted:

1.

A completed fingerprint card accompanied by a separate nonrefundable fee in the form of a cashier’s check, certified

check, or money order in an amount determined by and payable to the Arizona Department of Public Safety for the

procurement of background informatipn.

The filing fee pursuant to A.R.S. § 32-1727.

Evidence of the successful completion of an approved course of study prescribed by A.R.S. § 32-1722(A)(3) that

includes the following:

a. An official transcript showing that the applicant has passed the course or courses, if the applicant graduated from
a school of optometry on or after-Aprit-6,1988gust 6, 1999or

b. A certificate of completion issued by the sponsoring institution specifying the subject matter and hours com-
pleted, if the applicant graduated from a school of optormetry-prierte-April-6,d&BB8 August 6, 1999

An official transcript directly from the accredited institution from which the applicant graduated with a degree in

optometry. The transcript need not be filed with the application, but shall be filed with the Board at least38-days prior

to beforethe examination date.

C. An applicant for licensure by reciprocity shall submit to the Board all of the information required by subsections (A) and
(B) not later than 60 days—prier teforethe date of the licensing examination together with the following additional
materials:

1.

2.

A State Certification form provided by the Board, completed by the agency responsible for licensing optometrists in

the state from which the applicant is seeking reciprocity, that provides the following information:

a. Confirmation that the state accords similar reciprocity privileges to optometrists licensed in Arizona;

b. Confirmation that the applicant has been engaged in the practice of optometry in or under the authority of that
state for at least 4 of the 5 years preceding the date of the application;

c. Explanation of the basis for and result of any disciplinary action taken against the applicant within the preceding
10 years, including censure, probation, suspension, or revocation of the applicant’s license;

d. Description of any pending investigations or complaints regarding the applicant;

e. Statement that the applicant is in good standing to practice optometry in that state; and

f. Statement whether the applicant is known to have been licensed to practice optometry in any other state and, if
so, the name of that state.

The applicant’s sworn and notarized statement on a form provided by the Board that affirms that the applicant satis-

fies each of the requirements of A.R.S. § 32-1723(A)(3), (4), and (6).

D. The Board shall permit only those applicants who complete an application and file trarseriptshaioreihe deadlines
to take an examination.

R4-21-203. Timeframes for Licensure, Renewal of License, HRA-Certification Certificates of Special Qualifica-

tion, and Apprevatef Course of Sudy Approval

A. For each type of license, renewal of license, certificate, or approval issued by the Board, the overall timeframe described
in A.R.S. § 41-1072(2) is listed in Table 1.

B. For each type of license, renewal of license, certificate, or approval issued by the Board, the administrative completeness
review timeframe described in A.R.S. § 41-1072(1) is listed in Table 1 and begins on the date the Board receives an appli-
cation.
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1. If theapplication is not administratively complete, the Board shall send a deficiency notice to an applicant.

a. The deficiency notice shall state each deficiency and the information needed to complete the application and
documents.

b. Within the time provided in Table 1 for response to the deficiency notice, beginning on the mailing date of the
deficiency notice, the applicant shall submit the missing information specified in the deficiency notice to the
Board. The timeframe for the Board to finish the administrative completeness review is suspended from the date
the Board mails the deficiency notice to the applicant until the date the Board receives the missing information.

2. If the application is administratively complete, the Board shall send a written notice of administrative compl eteness
to the applicant.

3. If the application does not contain all of the components required by statute or this Chapter, the Board shall send a
written notice to the applicant informing the applicant that the Board considers the application withdrawn. Fees are
nonrefundable in accordance with A.R.S. § 32-1727(B).

C. For each type of license, renewal of license, certificate, or approval issued by the Board, the substantive review timeframe
described in A.R.S. § 41-1072(3) is listed in Table 1 and begins on the date as prescribed in subsection (D), depending on
the manner in which the Board transmits the written notice of administrative completeness to the applicant.

1. During the substantive review timeframe, the Board may make 1 comprehensive written request for additional infor-
mation. Within the time provided in Table 1 for response to a comprehensive written request for additional informa-
tion, the applicant shall submit to the Board the requested additional information. The timeframe for the Board to
finish the substantive review is suspended from the date calculated as prescribed in subsection (D), until the Board
receives the requested additional information.

2. Under A.R.S. § 32-1722(C), the Board may notice a hearing to obtain information on the character of any applicant
for licensing or any aspect of the application. As part of a request for more information, the timeframe to finish the
substantive review is suspended from the date the Board notices the hearing until the hearing is completed.

3. The Board shall issue a written notice of denial of license, renewal of license, certificate, or approval if the Board
determines that the applicant does not meet all of the substantive criteria required by statute or this Chapter.

4. The Board shall issue a written notice informing the applicant that the Board considers the application withdrawn if
the applicant does not submit the requested additional information within the timeframe in Table 1 unless the appli-
cant requests formal denial in writing within 20 days. Fees are nonrefundable in accordance with A.R.S. §
32-1727(B).

5. If the applicant meets all of the substantive criteria required by statute and this Chapter for licensure, renewal of
license, certificate, or approval, the Board shall issue the license, renewal of license, certificate, or approval to the
applicant. The Board shall issue-atepighhirmaceutical agent certificate with a license to practice optometry.

D. In computing any period of time prescribed in this Section, the day of the act, event or default after which the designated
period of time begins to run shall not be included. The last day of the period shall be included unless it is Saturday, Sun-
day, or a state holiday, in which event the period runs until the end of the next day that is not a Saturday, Sunday, or a stat
holiday. The computation shall include intermediate Saturdays, Sundays, and holidays. The time period shall commence
on the date of personal service, date shown as received on a certified mail receipt, or postmark date.

R4-21-204. Renewal-of-License Renewal

A. An-applicantforA license renewal applicashall, before August 31 of the biennial license renewal gaamit-ai-efthe
renewal fee anthe following information to the Board on a renewal form provided by the Befstnprovided-by-the
Board-prior-to-August-31-of the-year the license-expires

Changedf\ny changen the applicant’s mailing address,
Hist A list Ilst of all pract|ce addresses and phone numbers

wn e

atibst of continuing education courses and
proof of attendance at 32 hours of Board aDproved courses and programs in continuing education

4. StateThe Statevhere the applicant currently practices anddéie when theractice commenced,

5.  Whether the applicant is retired from the practice of optometry,

6. Whether the applicant declines renewal oflitense,

7

8

Whether the applicant has been arrested or convicted of any misdemeanor or felony during the renewal period,
SwernThe applicant’s notarizestatementunder-eath-signed-by-the-applivarifying the truthfulness of the infor-

mation providedby-the-applicant,and
9. Renewalfee.

B. Alicenseis v0|d—undet—A—R%—§%2—3:l26(lAan applicant does not submit a renewal application and renewal fee before
August 31 of the year the license expires.

R4-21-205. Bear—d—appr—eved—@eu-r—seﬁ-efs-wy Course of Study AQQrovaI

ig-n-the-examina-
e eptometry for
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Edaeatren Anv accredrted educational mstrtutron may aDDlV to the Board for approval of a course of studv covering

didactic education, pharmacology, and clinical training in the examination, diagnosis, and treatment of conditions of the
human eye and its adnexa, and prescribing, dispensing, and administering pharmaceutical agents. The school’s authorizec
reDresentatlve shall Drowde the following information on the application:

1. Appheant—sThe name and address of the accred|ted educatlonal lnstltutlon

2. Certification that the course is equivalent in scope and cotterturses provided te-resurrentgraduates of the
college;
3. NumberThe namesind qualifications of proposed faculty and staff; and
4. CeurseA 120 hour courseutline thatshalHneludmcludes:
a. Didactic pharmacology and clinical training in the diagnosis and treatment of
ai. Diaghesis-and-treatmentof-anterfamterior segment disease,
bii. biaghesis-and-treatment-of posterRwsteriorsegment disease,
€iii. Biaghesis-and-treatment-of-glaveerdaucomaand
eiiv. Biaghesis-and-treatmentofsysterBigstemiadiseases and emergeneies; witth all pharmaceutical agents
and the specific agents specified in A.R.S. § 32-1706(A), (B). (C) and (E).
A minimum of 12 hours of the pharmacologic principles in the side effects, adverse reactions, drug interactions,
use of systemic antibiotics, analgesics, antipyretics, antihistamines, over-the-counter medications, and medica-

=

tions and Drocedures to counter the affect of adverse reactions

ducation.
&:B. A—ee#ege—ef—eptemetr\An accred|ted educat|0nal |nst|tut|d)hat offers—aan approvecd:ourse of study-ferpurpeses of
ARS8§-32-1722(AX3¥hall grant a certificate of completion or its equivalent for the course when a student passes a

closed book, proctoredyritten exam|nat|on—adm+n5mred—by4he4aeeny4heam+e*awnat@n%han—%ebea take-
heme-testvith a score of at least 75%, covering prescribing, dispensing, and administering pharmaceutical agents, and is
commensurate with doctoral candidates in colleges of optametry

R4-21-206.

Phar maceutical

Agent Certn‘rcateof Soecral Oualrflcatron

o , administer,
- cause to be

A-R.S. § 32-

ase examina-

gy for the
ment, an out-

i ctors, and

or approval

imeframes for

vidences that
he purpose of

A. An optometrist Who qraduated from an accredited educatlonal |nst|tut|on may apply for a pharmaceutical agent certificate
of special gualification to prescribe, dispense, and administer pharmaceutical agents.
1. If the optometrist does not hold a TPA certificate of special qualification issued before August 6, 1999, the optome-
trist shall:
a. Meet the requirements of R4-21-205(A);
b. Provide the Board with a copy of current CPR certification; and
c. Request the National Board or the issuing educational institution to send the Board documentation showing the
optometrist passed the National Board’'s Treatment and Management of Ocular Disease examination or other
examination approved by the Board after July 17, 1993.
2. If the optometrist holds a TPA certificate of special qualification issued before August 6, 1999, the optometrist shall:
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a Reguest theissuing educational institution to send the Board a certificate of completion showing the optometrist
passed a Board-approved course meeting the criteria specified in R4-21-205(A)(4)(b).

b. Provide the Board with a copy of current CPR certification.
3. If the optometrist graduated after August 6, 1999 and is licensed by the Board, the optometrist shall provide the Board

with a copy of current CPR certification.

B-B.An optometrist who is denied certification H-a ! ,

the Board may appeal the decision by filing a written request with the Board Wlthln 15 30 days foIIOW| ng recei pt of the
notice froemthe Board of denial efcertifieation or disapproval. Fhe-hearing-shal-be-conducted-r-acecordance with- A-R-.S:
Fitle 41, Chapter-6;-Article 6:

R4-21-207. Submission of Fee; Issuance and Display of License; Surrender of License

A. An applicant shall submit the license issuance fee to the Board the-license-issuanecefee-under-A-R-S-—8§-32-Witin 60
20 days following notification by the Board that #re applicant has met the qualifications for licensure. The Board shall
issue a license at the next Board meetidtgpin-60-daysfollowing receipt of payment, unless additional information is
requested under A.R.S. § 41-1075

B. License display.

An optometrist shall conspicuously display an optometry license or a Board-issued duplicate at all places where the

optometrist is registered to practice optometry

2. Inaddition,-eacltachoptometrist-ad

=

ispense, and

preseﬂb&an—tepteal—phameaeeutieal—agents—shan—&mr QJIdrspIay the approprrate Board |SSLmnhrmaceut|caI
agent certificate-er-a-Board-issued-dupliGteach locatianAn optometrist shall surrender to the Board all licenses,

certificates, and duplicates upon disciplinary order of the Board.

R4-21-208. Contrnumg Educatron Reqwmra%a—%gram—@r&epra-and—meeedwe

io ' ¢-a-notarized
e i Atiuing educa-

A. Al contrnulnq educatlon courses or programs approved by the Board are based on the following:

1. The education has optometric application,

2. The education is available to all optometrists and students of optometry,
3. The instructor has expertise in the field in which the instructor is teaching,
4. The learning objectives are reasonably and clearly stated,

5. The teaching methods are appropriate and clearly stated, and

6. Documentation of attendance is provided to those attending.

B. An optometrist may apply to the Board for approval of continuing education, not otherwise authorized, by submitting to
the Board 45 days before the date the course or program is offered, a description of the program content, instructors, and
their quahfrcatrons the sponsor of the program, |f any, the conditions of avarIabllltv and the time and Dlace offered.

ne—education

eearses—t&n&merethan%—homrrespondence courses may mclude ertten comDuter and on- Irne educat|on courses,
but not more than 6 hours of correspondence courses may be used for license renewal.
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more than 4 hours of Dractlce manaqement and adm|n|sxrat| on continuing educat|on may be used for Ilcense renevval

B-E.An optometrrst shall not carry over hours accumular[ed inany 1 blennlal Ircense period to asubsequent I|cense period.
A ense renewal.

R4-21-210. Equipment and Supplies
An optometrist who holds a pharmaceutical agent certificate shall maintain the following equipment and supplies in the treat-
ment room to counteract an anaphylactic reaction:

1. A telephone with access to an emergency medical number,

2. Auto-injectors of epinephrine,

3. Diphenhydramine hydrochloride (Benadryl).

Table 1. Timeframes (in calendar days)
Time to Time to
Administrative| Respond to] Substantive| Respond to Overall
Review Deficiency Review Request for| Timeframe
Type of License Timeframe Notice Timeframe | Additional
Information
Initial Licensure by Examination 30 20 60 20 90
, X 1

A.R.S. § 32-1722
Initial Licensure by Reciprocity 60 20 60 20 120
R4-21-201
Renewal of License 60 20 30 20 90
R4-21-204
Board Approved Course of Study 90 20 90 20 180
R4-21-205
{ssuance-of FRA-Certification 60 20 60 20 120
Certificates of Special Qualification
R4-21-206
Continuing Education Program 60 20 60 20 120
Approval R4-21-208
Registration of nonresident 60 20 60 20 120
dispenser of replacement
soft contact lenses
AR.S. §32-1773

R4-21-304. Vision Examination Standar ds; Records
A. An optometrist shall conduct eye examinations in accordance with the standards of care established by the following
American Optometric Association practice guidelines which are incorporated by this reference and on file with the Secre-
tary of State. The materials incorporated contain no later editions or amendments:
1. Comprehensive Adult Eye and Vision Examination, 1994, American Optometric Association, 243 N. Lindbergh
Blvd., St. Louis, MO 63141-7881;
2. Pediatric Eye and Vision Examination, 1994, American Optometric Association, 243 N. Lindbergh Blvd., St. Louis,
MO 63141-7881;
3. Care of the Patient with Diabetes Mellitus, 1994, American Optometric Association, 243 N. Lindbergh Blvd., St.
Louis, MO 63141-7881;
4. Care of the Patient with Amblyopia, 1994, American Optometric Association, 243 N. Lindbergh Blvd., St. Louis,
MO 63141-7881;
5. Care of the Patient with Primary Angle Closure Glaucoma, 1994, American Optometric Association, 243 N. Lind-
bergh Blvd., St. Louis, MO 63141-7881;
6. Care of the Patient with Age-Related Macular Degeneration, 1994, American Optometric Association, 243 N. Lind-
bergh Blvd., St.Louis, MO 63141-7881;
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7. Care of the Patient with Anterior Uveitis, 1994, American Optometric Association, 243 N. Lindbergh Blvd., St
Louis, MO 63141-7881,;

8. Care of the Adult Patient with Cataract, 1995, American Optometric Association, 243 N. Lindbergh Blvd., St. Louis,
MO 63141-7881;

9. Care of the Patient with Open Angle Glaucoma, 1995, American Optometric Association, 243 N. Lindbergh Blvd.,
St. Louis, MO 63141-7881,;

10. Care of the Patient with Ocular Surface Disease, 1995, American Optometric Association, 243 N. Lindbergh Blvd.,
St. Louis, MO 63141-7881,;

11. Care of the Patient with Conjunctivitis, 1995, American Optometric Association, 243 N. Lindbergh Blvd., St. Louis,
MO 63141-7881;

12. Care of the Patient with Strabismus: Esotropia and Exotropia, 1995, American Optometric Association, 243 N. Lind-
bergh Blvd., St. Louis, MO 63141-7881; and

13. Care of the Patient with Retinal Detachment and Related Peripheral Vitreoretinal Disease, 1995, American Optomet-
ric Association, 243 N. Lindbergh Blvd., St. Louis, MO 63141-7881.

B. An optometrist shall establish and maintain a complete and legible record of each examination including all findings. The
Board shall consider an illegible record to be an incomplete examination. An optometrist shall ensure that a patient record
reflects the name of the person who makes each entry and is maintained for at least 5 10 years after the last contact with a
patient. The patient record shall include:

Complete case history;

Visual acuity of each eye: entering, and best corrected;

Ocular health examination;

Assessment of intraocular and extraocular muscle function;

Objective or subjective refraction of the eyes,

Diagnosis, treatment, and disposition;

The type and dosage of each use of a pharmaceutical agent used;

Any final prescription given; and

Any corrective procedure program prescribed.

C. An optometrist who discontinues practice for any reason shall arrange for patient records to be available to a patient for 5
10 years and shall notify the Board of the permanent location of patient records from that practice prierte before discon-
tinuing practice. An optometrist who acquires or succeeds to a practice or patient records of an optometrist who has dis-
continued practice shall maintain the records or make arrangements for the records to be available to a patient for 5 10
years after the practice was discontinued.

D. An optometrist shall, upon written request of a patient, transmit a copy of the patient’s requested records to any designated
person. The optometrist may charge a fee to cover clerical and mailing costs. The optometrist shall maintain a record of
the transfer for 3.0 years from the date of the transfer.

NOTICE OF PROPOSED RULEMAKING

©WoNOOTAWNE

TITLE 12. NATURAL RESOURCES

CHAPTER 1. RADIATION REGULATORY AGENCY

PREAMBLE
1. Sections Affected Rulemaking Action
R12-1-102 Amend
R12-1-202 Amend
R12-1-206 Amend
Appendix A Repeal
Appendix A New Section
R12-1-303 Amend
R12-1-401 Amend
R12-1-402 Amend
R12-1-403 Amend
R12-1-404 Amend
R12-1-405 Amend
R12-1-406 Amend
R12-1-407 Amend
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R12-1-408 Amend
R12-1-409 Amend
R12-1-410 Amend
R12-1-411 Amend
R12-1-412 Amend
R12-1-413 Amend
R12-1-415 Amend
R12-1-416 Amend
R12-1-417 Amend
R12-1-418 Amend
R12-1-419 Amend
R12-1-420 Amend
R12-1-421 Amend
R12-1-422 Amend
R12-1-423 Amend
R12-1-424 Amend
R12-1-425 Amend
R12-1-426 Amend
R12-1-427 Amend
R12-1-428 Amend
R12-1-429 Amend
R12-1-430 Amend
R12-1-431 Amend
R12-1-432 Amend
R12-1-433 Amend
R12-1-434 Amend
R12-1-435 Amend
R12-1-436 Amend
R12-1-437 Amend
R12-1-438 Amend
R12-1-439 Amend
R12-1-440 Amend
R12-1-441 Amend
R12-1-442 Amend
R12-1-443 Amend
R12-1-444 Amend
R12-1-445 Amend
R12-1-446 Amend
R12-1-447 Amend
R12-1-448 Amend
R12-1-449 Amend
R12-1-450 Amend
Article 5 Amend
R12-1-501 Amend
R12-1-502 Amend
R12-1-504 Amend
R12-1-505 Amend
R12-1-507 Amend
R12-1-508 Amend
R12-1-509 Amend
R12-1-510 Amend
R12-1-511 Amend
R12-1-512 New Section
R12-1-521 Amend
R12-1-522 Amend
R12-1-523 Amend
R12-1-524 Amend
R12-1-531 Amend
R12-1-533 Amend
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R12-1-534 Amend
R12-1-541 Amend
R12-1-612 Repeal
R12-1-612 New Section
R12-1-702 Amend
R12-1-720 New Section
Article9 Amend
R12-1-904 Amend
R12-1-905 New Section
R12-1-911 Amend
R12-1-912 Repeal
R12-1-913 New Section
R12-1-914 New Section
R12-1-1209 Amend

The gpecific authority for the rulemaking, including both the authorizing statute (general) and the statutes the
rules areimplementing (specific):

[w

Authorizing statute: A.R.S. § 30-654(B)

Implementing statutes: A.R.S. §8 30-657(A), 30-671(B), 30-672.01, 30-673, 30-681, 30-683(C), 30-687(A), and 30-
688(A)

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

[~

Notice of Rulemaking Docket Opening: 5 A.A.R. 2880, August 20, 1999
Notice of Rulemaking Docket Opening: 6 A.A.R. 1580, April 28, 2000

The name and address of agency personnel with whom persons may communicate regarding the rules:

Name: Daniel H. Kuhl

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

Telephone: (602) 255-4845, ext. 233
Fax: (602) 437-0705
E-mail: dkuhl@arra.state.az.us

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

Introductory Statement:

The majority of the changes are the result of a Five-Year Review of the rules contained in Article 4, completed in
June 1999, and Article 5 which was completed in the fall of 1998. Many other changes are being made to remain
compatible with Nuclear Regulatory Commission (NRC) standards and Conference of Radiation Control Program
Directors (CRCPD) suggested rules, incorporate regulatory requirements that were previously addressed in license
conditions, and make other changes to improve understanding of existing rules. The following is a summary of the
NRC and CRCPD influenced changes, incorporated license conditions, and clarifications.

Article 1: A new definition for “Annual” is added. This word is used frequently throughout the rules. The definition
for “Eye dose equivalent” is replaced with “Lens dose equivalent”. The definitions for “High radiation area” and
“Individual monitoring device” are amended for clarification purposes. The definition for “Quarter” is deleted
because it is in conflict with the definition for “Calendar quarter”. The definition for “Radiographer assistant” is
replaced with a definition for “Radiography trainee” because assistants will no longer be permitted to provide a ser-
vice in Arizona, as noted by the number of changes in Article 5. The accepted standard of operation in most Agree-
ment States is that radiographic operations be controlled by radiographers.

Article 2: In R12-1-202 a specific deadline is listed for applying for registration of a radiation producing machine.
The contents of the application will contain the newly tabulated requested information in Appendix A at the end of
the Article, instead of listing specific application forms. R12-1-206 is amended to clarify the requirements contained
in subsection (A), and a new subsection (B) is added that requires registrants to notify the Agency within 15 days of
any radiation machine being taken out of service. Other minor changes are made to R12-1-202 and R12-1-206 for
clarification purposes.
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Article 3: R12-1-303 is amended to prevent users of smaller sealed sources that are exempt from specific licensing
requirements, from bundling the smaller sources to create a larger radiation source. Bundling would circumvent the
specific licensing requirements associated with some larger sources and compromise the radiation safety inherent in
the smaller sources, which was the basis for granting an exemption.

Article 4: In various rules referencing organ dose, “eye” dose is changed to “lens” dose to ensure that compatibility is
maintained with NRC regulations. The organ of concern, when considering radiation exposure in the eye, is the lens.
In R12-1-431 specific labeling requirements are listed for syringe and vial shields used to protect handlers from
radiopharmaceutical radiation. R12-1-438 will authorize licensees to hold radioactive waste with a half-life of 120
days or less, for decay, provided the radioactive waste is held for 10 half-lives and is surveyed prior to disposal. In
R12-1-449 users of pocket dosimeters, used to show compliance with Article 4, will be required to maintain them in
proper operating condition. R12-1-450 is amended to require users of licensed and sealed radioactive sources to use
sources manufactured in accordance with a specific license for their manufacture and to use the sources as intendec
by the manufacturer. Radioactive sealed sources shall not be opened, unless authorized by the Agency. The describec
changes to R12-1-438, R12-1-449, and R12-1-450 are made to license conditions that effect all similarly licensed
radioactive material users in rule. Numerous other changes are made throughout the rules in Article 4 that improve
clarity, understandability, and incorporated references.

Article 5: R12-1-505 is being amended to require industrial radiographers, using a camera with depleted uranium as
shielding, to test the camera for leakage of depleted uranium from the camera housing, as well as leakage from the
radioactive source housed in the camera. R12-1-512 is added as a new rule. It requires radiography licensees to have
a qualified radiation safety officer. The rule specifies the duties of the radiation safety officer and the deadline for
compliance with this new rule. R12-1-521 requires industrial radiographers to pass an exam that will qualify them as
being certified. The exam will be given at the Agency and will cost approximately $60. In R12-1-502, R12-1-510,
R12-1-511, R12-1-521, R12-1-523, R12-1-525, and R12-1-531 “radiographer assistant” is replaced with “radiogra-
phy trainee”. This change is made because the assistant category will no longer be allowed to work in Arizona. An
individual will be allowed to be a trainee for 1 year before that person is required to qualify as a radiographer or no
longer practice radiography activities. Numerous other changes are made throughout the rules in Article 5 that
improve clarity, understandability, and incorporated references.

Article 6: For clarification purposes the contents of R12-1-612 are moved to R12-1-905, because Article 9 addresses
concerns associated with high energy x-rays used in particle accelerators. New requirements affecting computerized
tomographic system users will now be listed under R12-1-612. The proposed standards of operation are from sug-
gested state regulations made available to state programs by the CRCPD.

Article 7: In R12-1-702 the definition of “misadministration” is modified to bring its content into alignment with the
definition used by the NRC. It was the intent of the Agency to follow the NRC when the rule went into effect in May,
however, the definition was incorrectly worded at that time. R12-1-720 is added to clarify the procedure that must be
followed when radioactive waste is held for decay in storage. This authorization was previously addressed by license
condition.

Article 9: As noted under Article 6, R12-1-905 will contain the requirements for users of high energy x-rays that were
formerly located in R12-1-612. They are moved to Article 9 to improve the organization of the rules contained in
Title 12. R12-1-912 is amended to inform registrants that release of radioactive material through a ventilation system
cannot exceed the limits for radioactive material listed in Article 4. R12-1-913 is added to Article 9 to ensure that reg-
istrants notify the Agency and affected patients of any misadministration that occurs as a result of improper use of a
particle accelerator. The radiation exposure action levels associated with the misadministration are the same levels
specified in R12-1-702, which went into effect in May. The Article 7 action levels affect medical licensees that per-
form therapies using radionuclides. R12-1-914 is added for clarification purposes. The requirement to have an
Agency representative inspect a new particle accelerator facility prior to the initiation of patient treatments, presently
located in R12-1-904(G).

Article 12: R12-1-1209 is reformatted to improve conciseness and for clarification purposes, The Agency should not
be required to list civil penalty amounts in correspondence to the radiation user following an inspection, if the
Agency has no intention of imposing a civil penalty.

A reference to any study that the Agency relies on in its evaluation of or justification for the purposed rule and
wher e the public may obtain or review the study, all data underlying each study, analysis of the study, and other

supporting material:

None
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7. 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

8. Thepreliminary summary of the economic, small business, and consumer impact:
The changes to Article 2 should not pose a financial burden on radiation-producing machine users. The requirement
to provide information concerning the use of radiation is aready being imposed on radioactive material users. It is
believed, however, that the Agency will see an increase in Agency administrative duties for processing the additional
registration paperwork.

The prohibition of radioactive source bundling in Article 3 should effect few usersin Arizona. At this time only one
company is suspected of this activity. The company would have to acquire a quantity and form of radioactive material
requiring a specific license and pay the associated licensing fee. This fee would most likely be less than $1750 annu-
ally. The cost of the source that requires specific licensing must be balanced with the safety issues circumvented by
using bundled, exempt radioactive sources.

The change in the disposal action level listed in R12-1-438 should actually save radioactive material users money
because they will be allowed to store radioactive waste for decay, waste that is currently sent to a disposal site or
waste broker. The current charge is approximately $300 per cubic foot. The changes to R12-1-449 and R12-1-450
should not present any additional costs to the affected radiation users because the requirements are already being
applied to them through license conditions. However, the maintenance of pocket dosimeters will affect registrants,
but will impose no additional use conditions. The resulting additional cost for annual calibration is $50 per dosimeter.

The changesto Article 5 will mean additional coststo industrial radiography users. Radiography involves possessing
radiography cameras with depleted uranium shielding that will have to be leak tested along with the radioactive

source in the camera. The additional cost should be less than $15 for each additional lesk test sample. The test will

normally be performed twice each year. In R12-1-512 a Radiation Safety Officer (RSO) candidate will have to meet a

higher training standard before the candidate will be authorized to oversee a radiography operation. The stricter stan-

dard may present some additional future cost to licensees and registrants. Current Radiation Safety Officers will not

be asked to meet the new standard, but it will affect future candidates. The future cost of the proposed additional

training and experience is unknown at this time. Also, the deletion of “radiographer assistant” in favor of “radiogra-
phy trainee” may affect users because they will have to pay a higher salary to a radiographer than to a radiographer
assistant. The difference is $15-$20/hour for a radiographer and $10-$15/hour for an assistant. The last additional
cost affecting radiography concerns is the requirement to employ only certified radiographers. The Agency will
assess a $60 fee for the radiography certification exam. The moneys collected will go directly to the CRCPD for the
cost of the test. A fee is not collected by the Agency for proctoring the exam. As a final note, there are 5 radiography
licensees in Arizona employing less than 75 radiographers and radiography assistants.

Recently, there has been concern for patient safety, because of the potential for a large radiation dose given to patients
under-going a computerized tomography (CT) x-ray examination. In an attempt to minimize the hazard, the Agency
has developed CT rules in R12-1-612, modeled after the CRCPD suggested regulations. The addition of R12-1-612
may result in an additional cost to the registrant, if a physics expert based quality assurance program is not in place.

At this time it the driving force for a CT system regulation is the accreditation requirement placed on registrants by
insurance providers. Because most medical institutions and major outpatient clinics are dependent on a portion of
their income from insurance providers, they are maintaining their systems adequately. However, some outlying hospi-
tals, small clinics, and some doctor’s offices are not maintaining their CT’s adequately. An interview of physics con-
sultants servicing x-ray equipment in Arizona has determined that a CT “dosimetry survey” meeting the requirements
in R12-1-612 would cost a registrant between $200 and $600. The “dosimetry survey” would include CT calibration
and other quality assurance procedures performed between the physics expert’s reviews, at intervals established by
the physics expert.

It would appear the facility requirements contained in R12-1-612(B) would result in an additional expenditure by a
CT registrant, however, most facilities are being constructed with communication and viewing systems. Their pres-
ence is being verified during Agency CT facility inspections being performed at this time. The review of the physi-
cist's reports should not result in any additional cost to the Agency, however, the need to supply each inspector with
appropriate equipment to perform a minimal verification dosimetry survey will cost the Agency approximately
$2,000.

9. The name and address of agency personnel with whom persons may communicate regarding the accuracy of the
economic, small business, and consumer impact statement:
Name: Daniel H. Kuhl
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Address: Arizona Radiation Regulatory Agency
4814 South 40th Street
Phoenix, Arizona 85040

Telephone: (602) 255-4845, ext. 233

Fax: (602) 437-0705

E-mail: dkuhl @arra.state.az.us

10. The time, place, and nature of the proceedings for the adoption. amendment, or repeal of the rule or. if no
proceeding is scheduled, where, when, and how persons may request an oral proceeding on the proposed rule:

An oral proceeding at the Agency is scheduled for Wednesday July 25, 2000, at 9:00 am. A person may submit writ-

ten comments concerning the proposed rules by submitting them no later than 5:00 p.m. on July 25, 2000, to the fol-

lowing person:
Name: Aubrey V. Godwin, Director
Location: Arizona Radiation Regul atory Agency
Address: 4814 South 40th Street
Phoenix, Arizona 85040
Telephone: (602) 255-4845
Fax: (602) 437-0705
11. Any other mattersprescribed by statute that are applicable to the specific agency or to any specific rule or class of
%\.lot applicable
12. Incorporationsby reference and their location in therules:
Rule Incorporation
R12-1-206(C) 21 CFR 1020.30(d)
R12-1-403 ICRP Publication 23, “Reference Man”
R12-1-416(C) 40 CFR 190
R12-1-418(B)(1) NIST Handbook 150
R12-1-432(4) 49 CFR 172.403 and 436
49 CFR 173. 403 and 421
R12-1-433(A) 10CFR 71.4
R12-1-433(B) 49 CFR 172.403 and 436-172.440
R12-1-444(A)(4) 40 CFR 190
R12-1-502(C)(1) ANSI Pub. N43.9-1991
R12-1-502(C)(2)(c) 10CFR 71.51

13. Thefull text of the rulesfollows:
ARTICLE 1. GENERAL PROVISIONS

Section
R12-1-102. Definitions
ARTICLE 2. RADIATION MACHINE FACILITY REGISTRATION OR LICENSING,
INSTALLATION AND SERVICE REGISTRATION, AND
MAMMOGRAPHIC FACILITY CERTIFICATION
Section

R12-1-202. -Application-Requirements-fRegistration,er Certification, and Licensin@f lonizing and Nonionizing
Radiation Machine Facilities; Notification

R12-1-206. Assembly, Installation, Removal from Service, and TraAstamblerandfortranster-obligation
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Application Information

Appendix A.
ARTICLE 3. RADIOACTIVE MATERIAL LICENSING
Section
R12-1-303. Radioactive Material Other than Source Material; Exemptions
ARTICLE 4. STANDARDS FOR PROTECTION AGAINST IONIZING RADIATION
Section
R12-1-401. Purpose
R12-1-402. Scope
R12-1-403. Definitions
R12-1-404. Units and Quantities
R12-1-405. Form of Records
R12-1-406. Implementation
R12-1-407. Radiation Protection Programs
R12-1-408. Occupation Dose Amounts for Adults
R12-1-409. Summation of External and Internal Doses
R12-1-410. Determination of External Dose from Airborne Radioactive Material
R12-1-411. Determination of Internal Exposure
R12-1-412. Determination of Prior Occupational Dose
R12-1-413. Planned Specia Exposures
R12-1-415. Dose Limitsfor t6 an Embryo or Fetus
R12-1-416. Dose Limitsfor Individual Members of the Public
R12-1-417. Testing for Leakage or Contamination of Sealed Sources
R12-1-418. Surveys and Monitoring
R12-1-419. Conditions Requiring Individual Monitoring of External and Internal Occupational Dose
R12-1-420. Control of Accessto High Radiation Areas
R12-1-421. Control of Accessto Very-high Radiation Areas
R12-1-422. Control of Accessto Irradiators (Very-high Radiation Areas)
R12-1-423. Use of Process or Other Engineering Controls
R12-1-424. Use of Other Controls
R12-1-425. Use of Individual Respiratory Protection Equipment
R12-1-426. Security of Stored Sources of Radiation
R12-1-427. Control of Sources of Radiation Not in Storage
R12-1-428. Caution Signs

R12-1-429. Postings Pesting-Reguirements
R12-1-430. Posting Exceptions to-Pesting-Requirements

R12-1-431. Labeling Containers and Radiation Machines

R12-1-432. L abeling Exemptions te-Labeling-Regquirements

R12-1-433. Procedures for Receiving and Opening Packages

R12-1-434. General Requirements for Waste Disposal

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

R12-1-436. Disposal by Release into Sanitary Sewerage System

R12-1-437. Treatment or Disposal by Incineration

R12-1-438. Disposal of Specific Wastes

R12-1-439. Transfer for Disposal and Manifests

R12-1-440. Compliance with Environmental and Health Protection Regulations

R12-1-441. Records of Waste Disposal

R12-1-442. Agency Inspection of Shipments of Waste

R12-1-443. Reports of Stolen, Lost, or Missing Licensed or Registered Sources of Radiation
R12-1-444. Reports of Exposures, Radiation Levels, and Concentrations of Radioactive Material Exceeding the Limits
R12-1-445. Notification of Incidents

R12-1-446. Notifications and Reportsto Individuals

R12-1-447. Vacating Premises

R12-1-448. Additional Reporting Reguirements

R12-1-449. Survey Instruments and Pocket Dosimeters

R12-1-450. Sealed Sources Sedree-Regdirerments
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ARTICLE 5. RABFHAHON-SAREREQUREMENTSFOR INDUSTRIAL RADIOGRAPHIC OPERATIONS

Section

R12-1-501. Limits on Levels of Radiation for Radiographic Exposure Devices and Storage Containers

R12-1-502. Radiographic Equipment Standards and Equipment Failure Notification

R12-1-504. Radiation Survey Instruments

R12-1-505. Leak Testing, Repair, Tagging, Opening, Modification, and Replacement of Sealed Sources

R12-1-507. Utilization Logstegs

R12-1-508. Inspection and Maintenance of Radiographic Exposure Devices, Transport and Storage Containers, Associ-

ated Equipment, Source Changers, and Survey |nstruments
R12-1-509. Permanent Sealed-Seuree Radiographic I nstallations
R12-1-510. Operating Personnel Reguirements

R12-1-511. License and Registration Application Reguirementsfor Industrial Radiography
R12-1-512. Radiation Safety Officer
R12-1-521. Radiographer and Radiography Trainee Qualifications, Radiographer Certification, and Audits Reguire-

ments-for Radiographers-and-Radiographer's-Assistants
R12-1-522. Operating and Emergency Procederesrgency-procedures

R12-1-523. Personnel Monitoring Control

R12-1-524. Supervision of Radiography Trainestiegraphers—assistants
R12-1-531. Security

R12-1-533. Radiation Survegsi#veysand_Survey Recordsirveyrecords
R12-1-534. Records Required at Temporary Job &itpsired-attemperaryjeb-sites
R12-1-541. Enclosed Radiography Using X-ray Machines

ARTICLE 6. USE OF X-RAYSIN THE HEALING ARTS

Section

R12-1-612. X-ray-and-Electron-Therapy-Systems-with-Energies-of L-MeV-and-Above
R12-1-612. Computerized Tomographic Systems

ARTICLE 7. USE OF RADIONUCLIDESIN THE HEALING ARTS

Section
R12-1-702. Definitions
R12-1-720. Decay in Storage

ARTICLE 9. RABFHAHON-SAREFREQUREMENTFS FOR PARTICLE ACCELERATORS

Section
R12-1-904. Special Registration Requirements for Medical Use of Particle Accelerators
R12-1-905. Medical Particle Accelerator Equipment, Facility and Shielding, and Spot Checks

R12-1-911. Radiation Survegurvey-Reguirements

R12-1-912. —Ventilation-systeni®epealed
R12-1-913. Misadministrations

R12-1-914. Initial Inspections of Particle Accelerators Used in the Practice of Medicine
ARTICLE 12. ADMINISTRATIVE PROVISIONS

Section
R12-1-1209. Notice of Violation

ARTICLE 1. GENERAL PROVISIONS

R12-1-102. Definitions
Terms defined in A.R.S. § 30-651 have the same meanings when used in this Chapter. The following terms have the definitions
set forth below. Additional definitions used only in a certain Article will be found in that Article.

‘A No change.
“Absorbed dose” No change.
“Accelerator” No change.
“Accelerator produced material” No change.
“Act” No change.
“Activity” No change.
“Adult” No change.
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“Agency”, or “ARRA” 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.

“Annual” means done or performed yearly. For purposes of Chapter 1 any required activity done or performed within plus
or minus 2 weeks of the annual due date is considered done or performed in a timely manner.

“Background radiation” No change

“Becquerel” No change.

“Bioassay” No change.

“Brachytherapy” No change.
“By-product material” No change.
“Calendar quarter” No change.
“Calibration” No change

“Certifiable cabinet x-ray system” 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” No change.
“Explosive material” No change.
“Exposure” No change.
“Exposure rate” No change.
“External dose” No change.
“Extremity” No change.
“Ey v ern entimeters (30C
“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)
licensed facilities” No change.
“Generally applicable environmental radiation standards” No change.
“Gray” No change.
“Hazardous waste” No change.
“Healing arts” No change.
“Health care institution” No change.
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“High radiation area” means an area, accessible to individnal)ich radiation levels from radiation sources external to
the bodycould result in an individual receiving a dose equivalent in excess of 0.1 rem (ImSv) in 1 hour at 30 centimeters
from theany-seurce-ofadiation_source or 30 centimeters from any surface that the radiation perestfedes-any-su-

face-that the radiation-penetrates

“Human use” No change.
“Impound” No change.
“Individual” No change.

“Individual monitoring”

No change.

“Individual monitoring_devicedeviees$ or “individual monitoring equipmentineans an instrumentevicesdesigned to

be worn by a single individual for the assessment of dose equivalent. For purposes of these rules, “dosimeter”,
dosimeter”, and “personnel monitoring equipment” are equivalent terms. Examples of individual monitoring devices are

film badges, thermoluminescent dosimeters (TLDs), pocket ionization chambers, and personal @lapatipling

devices.

“Industrial radiography” No change.
“Injection tool” No change.
“Inspection” No change.
“Interlock” No change.
“Internal dose” No change.
“Irradiate” No change.
“Laser” No change.

“Lens dose equivalent” (LDE) means the external exposure of the lens of the eye and is taken as the dose equivalent at ¢

tissue depth of 0.3 centimeters (300 mg/cm?2).

“License” No change.
“Licensed material” No change.
“Licensed practitioner” No change.
“Licensee” No change.
“Licensing State” No change.
“Limits” No change.
“Local components” No change.
“Logging supervisor” No change.
“Logging tool” No change.

“Lost or missing licensed or registered source of radiation” No change.

“Low-level waste” No change.
“Major processor” No change.
“Medical dose” No change.
“Member of the public” No change.
“MeV” No change.
“Mineral logging” No change.
“Minor” No change.
“Monitoring” No change.
“Multiplier” No change.
“NARM” No change.
“Normal operating procedures” No change.
“Natural radioactivity” No change.
“NRC” No change.
“Nuclear waste” No change.
“Occupational dose” No change.
“Open beam system” No change.
“Package” No change.
“Particle accelerator” No change.

“Permanent radiographic installation” No change.

“Personnel dosimeter”

No change.

“Personnel monitoring equipment” No change.

“Personal supervision” No change.
“Pharmacist” No change.
“Physician” No change.
“Primary beam” No change.
“Public dose” No change.
“Pyrophoric liquid” No change.
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“Pyrophoric solid”
“Qualified expert”
“Quality Factor”

“Quarter” (see calendar guarten

and-that-no-day-is-omitted-or-duplicated-in-consecutive-guarters.

“Rad”
“Radiation”
“Radiation area”
“Radiation dose”

“Radiation machine” means any device capable of producing radiation except those devices with radioactive material as

Notices of Proposed Rulemaking

No change.
No change.
No chang_e.

No change.

No change.
No change.
No change.

the only source of radiation.

“Radiation safety officer”
“Radioactive marker”
“Radioactive material”
“Radioactivity”
“Radiographer”

“Radiographic exposure device”
“Radiography trainee” means a person learning to use radiographic exposure devices, sealed sources and related handling

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

No ch'ange.

ag ioéraphy.

tools, and survey instruments in industrial radiography.

“Registrant”
“Registration”

“Regulations of the U.S. Department of Transportation” No change.

“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”

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 form radioactive material’No change.

“Special nuclear material in quantities not sufficient to form a critical mass”

“Storage area”

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

“TEDE”

“Teletherapy”
“Temporary job site”
“Test”

“These rules”

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

“Total Effective Dose Equivalent” (TEDE) No change.
“Total Organ Dose Equivalent” (TODE) No change.
“Unrefined and unprocessed ore” No change.

“Unrestricted area”

“U.S. Department of Energy”

“Waste”

“Waste handling licensees”

“Wee k”
June 23, 2000
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“Well-bore” No change.
“Well-logging” No change.
“Whole body” No change.
“Wireline” No change.
“Wireline service operation” No change.
“Worker” No change.
“WL” No change.
“WLM” No change.
“Workload” No change.
“Year” No change.

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

R12-1-202. Appheation-Reguirementsfer Registration, er Certification, and Licensing of 1onizing and Nonioniz-

ing Radiation M achine Facilities; Notification

A. A person shall not receive, possess, use, or transfer a radiation machine unless an application has been submitted to the
Agency,exceptas-authorized-in-this-Article

B. A personthe-ewner-orpersenmssessing ary nonexempt radiation machine shall apply for registration of the machine
with the Agency within 30 days after its installatiaeguisition The person applying for registration of a radiation pro-
ducing machine shall use the application forms provided by the Agency. The applicant shall provide the information iden-

tified in Appendix A of this Articlethe-appropriateform-in-Appendix-A-of-this-Article

C. No change.

D. No change.

E. With the application form for registration of a radiation macleres-forregistration-ef radiation-machinescept den-
tal, bone mineral analyzeand 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 lavatories). Estimates of workload shall also be provided with the drawing.

E. Each reqistrant moving an existing radiation machine to a new locations in an existing facility or to a new facility shall

provide to the Agency the information required by subsection (E).

G. An applicant proposing to use a particle accelerator for medical purposes shall not use the particle accelerator until the
Agency inspection required in R12-1-914 has been completed.

R12-1-206. Assembly, Installation. Removal from Service, and Transfer Assemblerandfortransterobligation
A. Any person whoe-sellsHeasestransfersendsdispassmmnbles, or installs radiation machines in this state shall notify
the Agency within 15 days of:
1. The name and address of the person possessing the machine that was assembled geeirsaaieahe—-have
received-these-machines
2. The manufacturer, model, and serial number of each radiation machine assembled orthastsidaeedand
3. The date each machine was assembled or inst#Heahrster-efeachradiation-macehine
Any person that possesses a radiation machine registered by the Agency shall notify the Agency within 15 days of the
machine being taken out of service. The notification shall contain the name and address of the person receiving the
machine, if it is sold, leased, or transferred to another person; the manufacturer, model, and serial number of the machine;
and the date the machine was taken out of service.
C.B-In the case of diagnostic x-ray systems thiaich contain certified components, an assembler shall submit to the Agency
a copy of the assembler’s report prepared in compliance with requiremesittiar-ederal-Biaghostic- X—+ray-Standard,
21 CFR 1020.30(d), 1999 Edition, published April 1, 1999 by the Office of the Federal Reqister, National Archives and
Records Administratiomevised-as-of-Apri-—198Tncorporated-hereihy reference and on file with the Agency and
the Office of the Secretary of State, containing no future editions or amendmaMse—su-bnm{ted—te—me—AgenWhm
15 days following completion of the assembly. Breshreport shall suffice in lieu of any other report by the assembler.
D.&-A person shall noNe-persen-shalinake, sell, lease, transfer, lend, assemble, service, or install radiation machines or the
supplies used in connection with radiation machsgsh-machineanless_thesuehsupplies and equipment when prop-
erly placed in operation and usae#iall meet the requirements of these rules.

|o0
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Appendix A. Registration and Licensing For ms (Excluding Radioactive M aterial)

ARRA-4
Rev. 04/11/96
ARIZONA RADIATION REGULATORY AGENCY
APPLICATION FOR REGISTRATION OR LICENSING OR SOURCES OF RADIATION
(Excluding Radioactive Material)
(See Instructions on Attached Sheet)
THIS APPLICATION FOR A REGISTRATION/LICENSE: NEW __ RENEWAL __ AMENDMENT __
FACILITY INFORMATION
1. BUSINESS NAME OF POSSESSOR (Individual, Partnership, Corporation, etc.); 2. BUSINESS AREA/CODE - TELEPHONE #
3. BUSINESS MAILING ADDRESS: NO. AND STREET TY AND STATE ZIP CODE

4. ADDRESS AND TELEPHONE NUMBER AT WHICH SOURCES WILL BEZUSED, IF DIFFERENT FROM ITEMS 2 AND 3.

5. THIS IS AN APPLICATION FOR (CHOOSE ONE ONJY): SUBMIT A SEPARATE ARRA-4 FORM FOR EACH TYPE OF FACILITY, AS APPLICABLE.

X-RAY FACILITY __ PARTICLE ACCELERATOR FACILITY __ NON-IONIZING RADIATION FACILITY__

6. FACILTY SUBTYPE:

HOSPTIAL __ PODIATRY __ MAMMOGRAPHY __ CHIROPRACTIC __ MEDICAL CLINIC __

PRIVATE MEDICAL PRA EDUCATIONAL __ INDUSTRIAL RADIOGRAPHY__ INDUSTRIAL __ VETERINARIAN__

OTHER __ If Other, explain:

7. INDIVIDUAL RESPONSIBLE FOR RADIATION PROTECTION AT THIS FACILITY

NAME TITLE
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Appendix A. Registration and Licensing For ms Continued

ARRA-4
Rev. 04/11/96

8. LEGAL STRUCTURE OF APPLICANT

An Individual __ A Partnership __ A Limited Liability Corporation __ A Corporation

An Unicorporated Association __ City/County/State Government __

A Partnership
Please provide the name and address of each individual or legal entity owning a partnership interest in the applicant.

Please state the percentage ownership of the applicant partnership held by each of the individuals or legal enties listed above.

A Limited Liability Corporation

Memberships Ownership,

A Corporation

STOCK OF APPLICANT CORPORATION

# AUTHORIZED SHARES # ISSUED SHARES # SUBSCRIBED SHARES TOTAL STOCKHOLDERS TOTAL SUBSCRIBERS

Is the applicant corporation directly or indirectly controlled oy another corporation or other legal entity?

If “yes” give name and address of other corporation or Iggal entity and describe how such control exists and the extent of the control.

For all entities, please identify the State, Diétrict, or Territory under the laws of which the applicant is organized. Include the name and address of any Arizona
agent for the applicant.

SEE ATTACHED,SHEET FOR LIST OF ATTACHMENTS TO BE INCLUDED WITH THIS APPLICATION

9. The applicant or any official executing this application on behalf of the applicant certifies that this application has been prepared in accordance with Arizona
Administrative Code/ Title 12, Chapter 1, and all information contained on this form, including any supplements and attachments, is true and correct to the best of
his or her knowlegge and belief.

DATE APPLICANT (ITEM 1) BY TITLE

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

ARRA-4
Rev. 04/11/96

INSTRUCTIONS

Amendments to Form ARRA-4 should be submitted on Form ARRA-4. Changes to the attachments do not requjre a Form
ARRA-4, but only submit the attachment form as applicable.

Items 1-3, are self-explanatory. Be sure to include area code and all ZIP codes.

Item 4, list address(es) at which a source of radiation may be used other than the address listed in iteny’3. If statewide, county
wide, or citywide, please so designate. Leave blank if the same as item 3.

Item 5, please classify the facility according to the usage for which this application is being filed. If more than 1 usage of sources
of radiation occurs at this facility a separate application should be filed for each usage. You may/make copies of the front of this
form, if necessary.

Item 6, choose a facility subtype that best describes your facility.

Item 7, list the name and telephone number of the individual who is delegated responsibility for radiation control for the facility.
If a committee has this responsibility, list the chairman and attach a list of the committée membership. In any case, an individual
usually designated as the Radiation Safety Officer will have the day to day respongibility for the administration of the Radiation
Safety Program of the facility. Changes to the Committee Membership of the Radiation Safety Officer may be sent to the
Agency by letter or FAX.

Item 8, please indicate the legal structure of the applicant. NOTE: for all cages indicate the State, etc., under which the entity is
organized and any Arizona Agent representing the entity.

Item 9, please sign and date the application. Send application to: ARRA; 4814 South 40th Street; Phoenix, AZ 85040.
If you have any questions, please write to the above address or call 602-255-4845 ex. 3 FAX 602-437-0705.

DANCE WITH R12-1-202 (C), THE APPLICANT OF AN EXISTING REGISTERED OR LICENSED FACILITY IS NOT TO

POSSESS OR USE UNREGISTERED/UNLICENSED EOUIPMENT FOR MORE THAN 30 DAYS. (NOTE: A SCHEDULE OF
APPLICATION FEES CAN BE FOUND IN R12-1-1308.)

No registration is complete unless the appropriate forms listing the equipment to be registered/licensed accompany this
application. The following is a list of the appropriate forms to use when registering equipment.

ATTACHMENTS TO
ARRA-4 APPLICATION

Medical/Dentgt Diagnostic X-Ray units ARRA-4X

Medical Thefapy X-Ray (<1Mev) ARRA-4XT
Medical Yherapy X-Ray (= 1Mev) ARRA-4PAT
Industrial Gauge ARRA-41G

Indystrial Radiography (< 1,000 kVp) ARRA-4IR

Imdustrial Radiography (= 1Mev) ARRA-4PAR
All other Particle Accelerators ARRA-4PA
Mammaography ARRA-13

Non-lonizing Application ARRA-1004
Tanning ARRA-1005
Radio Frequency ARRA-1030
Nonionizing User ARRA-1050
Laser ARRA-1070
MRI ARRA-1090
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Appendix A. Registration and Licensing For ms Continued

ARRA-4X
January 1996

ARIZONA RADIATION REGULATORY AGENCY

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

FACILITY NAME REGISTRATION # (if available)
DATE

MACHINE INFORMATION
Diagnostic X-Ray
Fluoroscopic w/image Intensifier one Densitometer
Fluoroscopic wo/image Intensifier Tomographic ___ Cephalometric _____
IntraOral
Other Dental _____

Other Medical

Combination w/image Intensifier Panographic
Combination wo/image Intensifier ___ Radiographic ___
Computerized Axial Tomographic Photoflurographic
This Machine is Mobile ___ Stationary ___ Portable ____ Transportable

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

Control
Panel

Rad.
Tube #1

Tube #2

Tube #3

Tube #4

Flouro.
Tube #1

Flouro.
Tube #2

ADDITIONAL 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 calculationg” of the shielding needed to assure compliance with A.A.C. R12-1-408 and R12-1-416. The
calculations shall meget the standards specified in R12-1-603(C)(2). For your assistance Regulatory Guide 10.5 is available

i i lying these items.

2. Please provide the specific instructions including any restrictions provided to the equipment operators. Regulatory Guide
10.5 will assisfyou 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. Maximym rating of technique factors;

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

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

se note that R12-1-206(C) requires transferor provide to each registrant, the supplies and x-ray machine necessary to

mply 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 For ms Continued

ARRA-4XT
January 1996

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR MEDICAL THERAPY X-RAY SOURCE OF RADIATION <1 Me

FACILITY NAME REGISTRATION # (if available)

DATE

MACHINE INFORMATION
Medical Therapeutic X-Ray

< 150kVp 151 - 999kVp

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

Control
Panel

Therapy
Tube #1

Therapy
Tube #2

Therapy
Tube #3

ADDITIONAL 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 X.A.C. R12-1-408 and R12-1-416. The calculations shall meet the standards specified in R12-1-
603 (C)(2). For your assigtance, Regulatory Guide 11.5 is available to guide you in supplying these items. You may wish to
submit the consultant gésign 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 ygu in completing this portion of the application.

3. Please notethat 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;
c¢. 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
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Appendix A. Registration and Licensing For ms 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 Medical Physicist path Other

PARTICLE ACCELERATOR INFORMATION

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

ADDITIONAL 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.2. 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 inst

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

3. Please notethat R12-1-611 (B) and (C) requires each registrant to maintain for each particle accelerator:

a. Priorfo initiating treatment, a radiation protection survey of the facility is made and the record retained. A copy must be

pro¥ided to the Agency;

ecord of the calibrations of the Unit;

record of the monthly spot checks must be maintained.

se provide the names of the Radiation Safety Officer and the physician(s) with their qualifications to be listed on the registration as

thorized users of the particle accelerator.

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

ARRA-41G
January 1996

ARIZONA RADIATION REGULATORY AGENCY

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

FACILITY NAME REGISTRATION # (if available)

DATE

MACHINE INFORMATION

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

ADDITIONAL 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
assess the compliance withf these regulations.

2. Please provide the sp
equipment operatorsy

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

RETAIN A COPY FOR YOUR RECORDS

/C.C. R12-1-408 and R12-1-416. The calculations should include the information required to

ific instructions or procedures including any restrictions, such as beam stop usage, provided to the
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Appendix A. Registration and Licensing For ms 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

EQUIPME

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

Control
Panel

Rad.
Tube #1

Rad.
Tube #2

Rad.
Tube #3

ADDITIONAL 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 compliangé with A.A.C. R12-1-408 and R12-1-416. If for temporary locations, please provide a copy of your
operating and emefgency 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 6f the registration form;

Opergating and emergency procedures;

Agehcy rules;

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

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

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

ARRA-4PAR
January 1996

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR AN INDUSTRIAL RADIOGRAPHY X-RAY SOURCE OF RADIATION (=% 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
This Machine is Mobile or Fixed
EQUIPMENT
MANUFACTURER / MODEL NO. SERIAL NO MAX. MVP MAX. MA. PHYSICAL LOCATION

ADDITIONAL REQUESTED 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

ey records as required by R12-1-533 along with dosimetry records; and
e latest instrument calibration which indicates the applicability to the x-ray energies in use at the site.

ease provide the Radiation Safety Officer’'s name and his/her qualifications.

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

ARRA-4PA
January 1996

ARIZONA RADIATION REGULATORY AGENCY

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

FACILITY NAME REGISTRATION # (if available)

DATE

CLASSIFICATION OF PERSONNEL IN CHARGE OF MACHIN

Health Physicist Operator Other

MACHINE INFORMATION

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

ADDITIONAL INFORMATION
(Use additional pages, if necessary)
INSTRUCTIONS

1. Please provide &’drawing of the facility, including construction material, and your calculations of the shielding needed to
assure complighce 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.

Operating and emergency procedures;
Agency rules.

RETAIN A COPY FOR YOUR RECORDS
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Appendix A. Registration and Licensing For ms Continued
ARRA-13

Rev. Nov. 1993

ARIZONA RADIATION REGULATORY AGENCY
APPLICATION FOR MAMMOGRAPHY FACILITY CERTIFXCATION

INSTRUCTIONS - Complete all itemsin this application for Certification of Mammography Facility or for renewal of a Certification. Use supplemental sheet
where necessary. Item 11 must be complete on all applications. Prepare two copies of this application and all associated supplements or attachments. Mail
original to Arizona Radiation Regulatory Agency; 4814 South 40th Street; Phoenix, AZ 85040. Upon approval of thisapplication the applicant will receive a
Certificate issued in accordance with A.R.S. § 32-2843 and 30-672.J.

1A. Name and address of applicant, include ZIP Code. 1B. Street address for M@mmography Operations, if different from 1A.
2. Person to contact regarding this application. Telephone Xo.
3. Application for: [ ] New Certification [ ] Renewal Certification [ ]S€reening Mammography [ ] NamiBigr®lammography
4A. Radiation Safety Officer (RSO). 4B. Radiation Physicist, Training, and Duties.
5. Control Manufacturer. 6. Control Model #. 7A. Control Serial #. 7B. Tube Manuf. and Model #.
8. Address of Darkroom. (If not on site, ref § 32-2843 A.R.S.) 9. For Screening Mammography, attach a copy of:
a. The physician approved guide for accepting patients.
b. The facility’s quality assurance program.
c. The Medical Physicist Evaluation of the Facility.
10. Physicians to read or interpret my{nography images, enclose certification from the Arizona Board of Medical or OBtempathis.

11. The applicant or any official executing this application on behalf of the applicant certifies that this applicatiom lmefdaeed in accordance with
Arizona Administrative Code, Titlg 12, Chapter 1, and all information contained on the form, including any supplementshamehéstas true and correct
to the best of his or her knowledge and belief.

By:

(Type y{i nt name of Certifying Official) (Signature)

Date:

(Title of Certifying Official)

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

ARRA-1004
May 1994

ARIZONA RADIATION REGULATORY AGENCY

NONIONIZING RADIATION LICENSE APPLICATI

INSTRUCTIONS - Complete al items in this application for a new license or the renewal of an existing license. Use the provided ddta forms and supplemental sheets where
necessary. Retain a copy of this application for your records. Mail the original to: Arizona Radiation Regulatory Agency, 4814 Southy40th Street, Phoenix, Arizona 85040. Upon
approval of this application, the applicant will receive a Nonionizing Radiation Licenseissued in accordance with the requirements ¢dntained in the Arizona Administrative Code.

1. NAME AND ADDRESS OF LICENSEE: 2. ADDRESS AT WHICH DEVACE(S) WILL BE USED:

TELEPHONE NUMBER:

3. PERSON TO CONTACT REGARDING THIS APPLICATION 4. THISIS AN APPLICATION FOR: (Check appropriate item)
U NEW KICENSE

O RENEWAL OF LICENSE NO.

TELEPHONE NUMBER: AMEMDMENT TO LICENSE NO.

5. THISAPPLICATION IS FOR: (Check appropriate item)

[ 1 TANNING FACILITY number of devices ttach Tanning Data Forms and Nonionizing Radiation User

Applications

[ ] INDUSTRIAL LASER FACILITY  number of devices Attach Laser Facility Data Forms and Nonionizing Radiation User

Applications

[ ] MEDICAL LASER FACILITY number of devices Attach Laser Facility Data Forms and Nonionizing Radiation User

Applications

[ ] LASERLIGHT SHOW variance ni Attach Variance and Nonionizing Radiation User
Applications

[ ] MEDICAL RFDEVICEFACILITY numbgf of devices Attach RF Data Forms and Nonionizing Radiation User

Applications

[ 1 MEDICAL IMAGING FACILITY umber of devices Attach Imaging Data Forms and Nonionizing Radiation User
Applications

[ ] INDUSTRIAL RFFACILITY number of devices Attach RF Data Forms and Nonionizing Radiation User
Applications

[ ] OTHER RADIATION M Contact the Agency

The Applicant or any official/executing this certificate on behalf of the applicant named in item 1, certifies that this application is prepared in conformity with Arizona
Administrative Code, Title
Further, the Applicant or
and the Arizona Radiatj

BY:
/PE OR PRINT NAME OF CERTIFYING OFFICIAL) (SIGNATURE)

DATE:

(TITLE OF CERTIFYING OFFICIAL)

RETAIN A COPY FOR YOUR RECORDS
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ARRA-1005
May 1994

ARIZONA RADIATION REGULATORY AGENCY
TANNING DATA FORM

INSTRUCTIONS - Complete al itemsin this data sheet for licensing a new facility or the renewal or amendment of an exigting license. Use one data form for
each Tanning Device. Retain a copy of this data sheet for your records. Attach this data sheet to your NONJONIZING RADIATION LICENSE
APPLICATION and mail to: Arizona Radiation Regulatory Agency, 4814 South 40th Street, Phoenix, Arizona 85040/ Upon approval of this application, the
applicant will receive a Nonionizing Radiation License issued in accordance with the requirements contained in the& Arizona Administrative Code. This data
form is for use by Tanning device facilities. Other facility types are required to use forms provided by the Agen

1. NAME AND ADDRESS OF LICENSEE: 2. ADDRESS AT WHICH DEVICE(S) WILL BE USED:

TELEPHONE NUMBER:

3. PERSON TO CONTACT REGARDING THIS DATA FORM 4. THISISAN AP
U NEW LICENSE
O RENEWAL OF LICENSE NO.

ICATION FOR: (Check appropriate item)

TELEPHONE NUMBER: U AMEMDMENT TO LICENSE NO.
5. TANNING DEVICE IDENTIFYING INFORMATION: y\/IMER TYPE AND INDENTIFYING INFORMATION:
O ORIGINAL CERTIFIED TIMER
MANUFACTURER: U AFTERMARKET ELECTRONIC
MODEL NUMBER: O AFTERMARKET MECHANICAL
DATE OF MANUFACTURE: MAXIMUM TANNING TIME SETTING:

TYPEOFLAMPSUSED: O UVA O UVB E}/UVA/UVB USER ABLE TO TERMINATE EXPOSURE LOCALLY: Q YES O NO

The Applicant or any official executing thisCertificate on behalf of the applicant named in item 1, certifies that this application is prepared in
conformity with Arizona Administratiyé Code, Title 12, Chapter 1, and that al information contained on the form, including any
attachments, istrue and correct to the of hisor her knowledge and belief. Further, the Applicant or any official executing this certificate
on behalf of the applicant agrees tg’conform to the Statutory and Administrative requirements of the State of Arizona and the Arizona

Radiation Regulatory Agency.

BY:
(TYPE OR PVNAM E OF CERTIFYING OFFICIAL) (SIGNATURE)

DATE:

(MTLE OF CERTIFYING OFFICIAL)

RETAIN A COPY FOR YOUR RECORDS
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ARRA-1030
May 1994

ARIZONA RADIATION REGULATORY AGENCY
RF DATA FORM

INSTRUCTIONS - Complete all items in this data sheet for licensing a new facility or the renewal of an existing licensé. Use one data form for each RF
Device. Retain acopy of this data sheet for your records. Attach this data sheet to your NONIONIZING RADIATION L WCENSE APPLICATION and mail to:
Arizona Radiation Regulatory Agency, 4814 South 40th Street, Phoenix, Arizona 85040. Upon approval of this ggplication, the applicant will receive a
Nonionizing Radiation License issued in accordance with the requirements contained in the Arizona Administrative Code. This data form is for use by RF

devicefacilities. Other facility types are required to use forms provided by the Agency.

1. NAME AND ADDRESS OF LICENSEE:

TELEPHONE NUMBER:

2. ADDRESS AT WHICH/DEVICE(S) WILL BE USED:

3. PERSON TO CONTACT REGARDING THIS DATA FORM

TELEPHONE NUMBER:

RENEWAL OF LICENSE NO.
U AMEMDMENT TO LICENSE NO.

5. RFDEVICE INDENTIFYING INFORMATION:

MANUFACTURER:

MODEL NUMBER:

SERIAL NUMBER:

6. RFDEVICE STRENGTH AND TYPE:

DEVICE OUTPUT POWER:
DUTY CYCLE:

PRINCIPAL FREQUENCY:

The Applicant or any official executing thisc
attachments, is true and correct to the b

Radiation Regulatory Agency.

(TYPEOR PRI Nym E OF CERTIFYING OFFICIAL)

(TITLE OF CERTIFYING OFFICIAL)

ificate on behalf of the applicant named in item 1, certifies that this application is prepared in
conformity with Arizona Administrative Zode, Title 12, Chapter 1, and that all information contained on the form, including any
of his or her knowledge and belief. Further, the Applicant or any official executing this certificate
on behalf of the applicant agrees to cghform to the Statutory and Administrative requirements of the State of Arizona and the Arizona

BY

(SIGNATURE)

DATE

RETAIN A COPY FOR YOUR RECORDS
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ARRA-1050
May 1994

ARIZONA RADIATION REGULATORY AGENCY

NONIONIZING RADIATION USER APPLICATIO

INSTRUCTIONS - Complete one of these applications, to be included with aNONIONIZING RADIATIO
each user to be authorized use on a new license or the renewal of an existing license. Use supplement
copy of this application for your records. Mail the original to: Arizona Radiation Regulatory Agen

Arizona 85040.

ICENSE APPLICATION, for
sheets where necessary. Retain a
, 4814 South 40th Street, Phoenix,

1. NAME AND ADDRESS OF LICENSEE

TELEPHONE NUMBER:

2. ADDRESS AT WHICH DEVICE(S) WILL BE USED

3. PERSON TO CONTACT REGARDING THIS APPLICATION

TELEPHONE NUMBER:

4. THISAPBYICATION IS PART OF A(N): (Check appropriate item)
0 WEW LICENSE

RENEWAL OF LICENSE NO.

0O AMEMDMENT TO LICENSE NO.

The operator has been trained and demonstrated competence in the
A copy of safety rules has been provided to the operator.

The operator has been made aware of any restrictionsin op

A copy of the Arizona Administrative Code, Title 12
applicable portions of the same have been reviewed wj

Job Title of Operator:

Name of Operator:

e use of this equipment.

ing techniques required for the safe use of the devices.

hapter 1 is available for review by the operator, and the requirements of the
the operator.

Job Title of Supervisor of Operator:

Name of Safety Officer:

The Use Applicant or the Official executipg this certificate on behalf of the License Applicant named initem 1, certifies that this application
is prepared in conformity with ArizonaZAdministrative Code, Title 12, Chapter 1, and that all information contained on the form, including

any attachments, is true and correct
certificate on behalf of the appli
Arizona Radiation Regulatory Agency.

(TYPE ORj{I NT NAME OF OPERATOR)

(TITLE OF OPERATOR)

(TY?Z?R PRINT NAME OF CERTIFYING OFFICIAL)

(TITLE OF CERTIFYING OFFICIAL)

the best of his or her knowledge and belief. Further, the User Applicant or any official executing this
t agrees to conform to the Statutory and Administrative requirements of the State of Arizona and the

BY:
(SIGNATURE OF OPERATOR)
DATE:
BY:
(SIGNATURE OF CERTIFYING OFFICIAL)
DATE:

RETAIN A COPY FOR YOUR RECORDS
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ARRA-1070
May 1994

ARIZONA RADIATION REGULATORY AGENCY
LASER DATA FORM

INSTRUCTIONS - Complete al itemsin this data sheet for licensing a new facility or the renewal or amendment of an exigting license. Use one data form for
each regulated LASER. Retain a copy of this data sheet for your records. Attach this sheet to your NONIONIZING RAPIATION LICENSE APPLICATION
and mail to: Arizona Radiation Regulatory Agency, 4814 South 40th Street, Phoenix, Arizona 85040. Upon approva of this application, the applicant will
receive a Nonionizing Radiation License issued in accordance with the requirements contained in the Arizona Admyihistrative Code. This data form is for use
by Laser facilities. Other facility types are required to use forms provided by the Agency.

1. NAME AND ADDRESS OF LICENSEE: 2. ADDRESS AT WHICH/DEVICE(S) WILL BE USED:

TELEPHONE NUMBER:

3. PERSON TO CONTACT REGARDING THIS DATA FORM 4. THISIZDATA FOR AN APPLICATION FOR: (Check appropriate item)
NEW LICENSE

O RENEWAL OF LICENSE NO.

TELEPHONE NUMBER:

U AMEMDMENT TO LICENSE NO.

5. LASER INDENTIFYING INFORMATION:

MANUFACTURER:

MODEL NUMBER:

SERIAL NUMBER:

6. LASER CLASSAND TYPE:

LASER CLASS:

LASING MEDIUM (i.e, CO2 or YAG):

PRINCIPAL WAVELENGTH:

The Applicant or any official executing this certifjcate on behalf of the applicant named initem 1, certifies that this application is prepared in conformity with
Arizona Administrative Code, Title 12, Chapter/l, and that all information contained on the form, including any attachments, is true and correct to the best of
pplicant and any official executing this certificate on behalf of the applicants behalf agrees to conform to the
f the State of Arizona and the Arizona Radiation Regulatory Agency.

his or her knowledge and belief. Further, th
Statutory and Administrative requirement

(TYPEOR PRI NTyﬁE OF CERTIFYING OFFICIAL)

(TITLEZOF CERTIFYING OFFICIAL)

BY

(SIGNATURE)

DATE:

RETAIN A COPY FOR YOUR RECORDS

Volume 6, Issue #26

Page 2254

June 23, 2000



Arizona Administrative Register
Notices of Proposed Rulemaking

Appendix A. Registration and Licensing For ms Continued

ARRA-1090
May 1994

ARIZONA RADIATION REGULATORY AGENCY
IMAGING DATA FORM

INSTRUCTIONS - Complete al itemsin this data sheet for licensing a new facility or the renewal or amendment of an exigting license. Use one data form for
each Imaging Device. Retain a copy of this data sheet for your records. Attach this data sheet to your NONJONIZING RADIATION LICENSE
APPLICATION and mail to: Arizona Radiation Regulatory Agency, 4814 South 40th Street, Phoenix, Arizona 85040/ Upon approval of this application, the
applicant will receive a Nonionizing Radiation License issued in accordance with the requirements contained in the& Arizona Administrative Code. This data
form is for use by Imaging device facilities. Other facility types are required to use forms provided by the Agen

1. NAME AND ADDRESS OF LICENSEE: 2. ADDRESS AT WHICH/DEVICE(S) WILL BE USED:
TELEPHONE NUMBER:
3. PERSON TO CONTACT REGARDING THIS DATA FORM 4. THIZIS DATA FOR AN APPLICATION FOR: (Check appropriate item)

O NEW LICENSE
U RENEWAL OF LICENSE NO.
O AMEMDMENT TO LICENSE NO.

TELEPHONE NUMBER:

5. IMAGE DEVICE INDENTIFYING INFORMATION: 6. IMAGING DEVICE STRENGTH AND TYPE
MANUFACTURER: DEVICE FIELD STRENGTH:
MODEL NUMBER: DEVICECYCLE TIME:
SERIAL NUMBER: PRINCIPAL FREQUENCY:

The Applicant or any official executing this certificate on behalf of the applicant named initem 1, certifies that this application is prepared in conformity with
Arizona Administrative Code, Title 12, Chapter 1, and that all information contained on the form, including any attachments, is true and correct to the best of
his or her knowledge and belief. Further, tHe Applicant or any official executing this certificate on behalf of the applicants behalf agrees to conform to the
Statutory and Administrative requirements of the State of Arizona and the Arizona Radiation Regulatory Agency.

BY
(TYPEORPRI I\VM E OF CERTIFYING OFFICIAL) (SIGNATURE)

DATE:

(TITZE OF CERTIFYING OFFICIAL)

RETAIN A COPY FOR YOUR RECORDS
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Application Information

An application shall contain the following information as required in R12-1-202(B), before a registration or license will be
issued. The Agency shall provide an application form to an applicant with a quide, if available, or shall assist the applicant to
ensure only correct information is provided in the application.

Name and mailing address of applicant

Person responsible for radiation safety program

Type of facility

Legal structure and ownership

Radiation machine information

Shielding information

Equipment operator instructions and restrictions
Record of calibration for therapy units

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

Contact person

Laser class and type, if applicable

Appropriate fee listed in Article 13 table

Other licensing and registration requirements listed in Articles 2, 6, 8, 9, and 14
Use location

Telephone number

Facility subtype

Signature of certifying agent

Equipment identifiers

Scale drawing

Classification of professional in charge

Protection survey results, if applicable

Physicist name and training, if applicable

Type of request: amendment, new, or renewal

MRI field strength, device cycle time, and principle frequency, if applicable

ARTICLE 3. RADIOACTIVE MATERIAL LICENSING

R12-1-303. Radioactive Material Other than Source M aterial; Exemptions
A. No change.
1. Nochange.
2. Nochange.
B. No change.
1. Nochange.
a. Nochange.
i. Nochange.
ii. Nochange.
iii. No change

iv. No change.

v. No change

vi. No change.

vii. No change.
(1) Nochange.
(2) No change.
(3) No change.

viii. No change.

No change.

No change.

No change.

No change.

No change.

No change.

o ap o

@
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i. Nochange.
ii. Nochange.
iii. No change.
iv. No change.
v. No change.
vi. No change.
h. No change.
i. Nochange.
ii. Nochange.
iii. No change.
iv. No change.
2. Nochange.
3. Nochange.
a. Nochange.
b. Nochange.
4. No change.
a. Nochange.
b. Nochange.
C. Exempt quantities
No change
No change.
No change.
Sources containing exempt quantities of radioactive material shall not be bundled or placed in close proximity for the
purpose of using the radiation from the combined sources in place of a single source, containing alicensable quantity
of radioactive material.

Possession and use of bundled or combined sources containing exempt quantities of radioactive material in unregis-
tered devices by persons exempt from licensing is prohibited.

ARTICLE 4. STANDARDS FOR PROTECTION AGAINST IONIZING RADIATION

> wn e

[

R12-1-401. Purpose

A. Article 4 establishes standards for protection against ionizing radiation resulting from activities conducted according pur-
suant to licenses or registrations issued by the Agency. These rules regdtations are issued according pursdant to A.R.S.
Title 30, Chapter 4, Arizona-Revised-Statutes; as amended.

B. Therequirements of Article 4 are designed to control the receipt, possession, use, transfer, and disposal of sources of radi-
ation by any licensee or registrant so the total dose equivalent to an individual, including radiation exposure deses result-
ing from all sources of radiation other than radiation prescribed by a physician in the practice of medicine, radiation
received while voluntarily participating in a medical research program, and background radiation, does not exceed the
standards for protection against radiation prescribed in this Article Article4. However, this Article does not limit aething

Article4-shall-be-construed-asHmiting actions that may be necessary to protect health and safety.

R12-1-402. Scope
Except as speC|f|caIIy provided in other Articles of these ruI%regaLaﬂens Article 4 applies to persons licensed or registered

by the Agency to receive, poss&ss use, transfer, or d|spose of sources of ionizing radiation. —'Fhe++m+%smArHele4d&nePapply

R12-1-403. Definitions

A= “ALI" means annual limit on intake, the derived limit for the amount of radioactive material taken into the body of an
adult worker by inhalation or ingestion in a year. ALl is the smaller value of intake of a given radionuclide in a year by the
Reference Mawmeference-mathat would result in a committed effective dose equivalent of 0.05 Sv (5 rem) or a commit-
ted dose equivalent of 0.5 Sv (50 rem) to any individual organ or tissue. ALI values for intake by ingestion and by inhala-
tion of selected radionuclides are given in AppendiX&hle |, Columns 1 and-2-efAppendix B

B- “Class” means a classification scheme for inhaled material according to the matsniatis of clearance from the lung.
Materials are classified as D, W, or Y, which applies to a range of clearance half-times: for ClassBaydayfsless
than 10 days, for Class W, weeki&eks from 10 to 100 days, and for Class Y, yeéesrs of greater than 100 days (See
Introduction, Appendix B). For purposes of these ruksgutations “lung class” and “inhalation class” are equivalent
terms.

& “DAC” means derived air concentration, the concentration of a given radionuclide in air which, if breathed by Reference
Man thereferenee-mdior a working year of 2,000 hours under conditions of light work, results in an intalenefALI.
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For purposes of these rules regudlations, the condition of light work is an inhalation rate of 1.2 cubic meters of air per hour
for 2,000 hoursin ayear. DAC values are given in Appendix B, Table I, Column 3;-ef- AppendixB.

B- “DAC-hour” means derived air concentration-hour, the product of the concentration of radioactive material in air,

expressed as a fraction or multiple of the derived air concentration for each radionuclide, and the time of exposure to that

radionuclide, in hours. A licensee or registrant may take 2,000 DAC-hours to represent one ALI, equivalent to a commit-
ted effective dose equivalent of 0.05 Sv (5 rem).

“Declared pregnant woman” means a woman who has voluntarlly mformed the Ilcensee or remstrant in writing of the

pregnancy and the estimated date of concephie ' y

eeption.

Deterministic effect” [see “Nonstochastic effect”].

“Dosimetry processor” means an individual or an organization that processes and evaluates individual monitoring devices

in order to determine the radiation dose received by a persons wearing delivered to the monitoring devices.

“Inhalation class” [see “Class’].

“Lung class” [see “Class”].

“Nonstochastic effect” means a health effect, the severity of which varies with the dose and for which a threshold is

believed to exist. Radiation-induced cataract formation is an example of a nonstochastic effect. For purposes of these rules

regulations “deterministic effect” is an equivalent term and “threshold” means a dose level at which a specific health
effect can be expected to occur

“Planned special exposure” means an infrequent exposure to radiation received while employed, but separate from and in

addition to the annual occupational dose limits.

“Probabilistic effect” [see “Stochastic effect”].

“Reference Man” means a hypothetical aggregation of human physical and physiological characteristics determined by

international consensus. These characteristics may be used by researchers and public health workers to standardize resul

of experiments and to relate biological insult to a common base. A descriptiehRéférence Man is contained in the

International Commission on Radiological Protection report, ICRP Publication 23, “Report of the Task Group on Refer-

ence Man,” published in 1975 by Pergammon Press, incorperated Igreiierence and on file with the Agency and the

Office ofthe Secretary of State. This incorporation by reference contains no future editions or amendments.

N “Respiratory protective equipment” means an apparatus, such as a respirator, used to reduce an individual's intake of air-

borne radioactive materials.

“Sanitary sewerage” means a system of public sewers for carrying off waste water and refuse, but excluding sewage treat-

ment facilities, septic tanks, and leach fields owned or operated by the licensee or registrant.

P “Stochastic effect” means a health effect that occurs randomly and for which the probability of the effect occurring, rather
than its severity, is assumed to be a linear function of dose witllmgstnold. Hereditary effects and cancer incidence are
examples of stochastic effects. For purposes of theseraglakations “probabilistic effect” is an equivalent term.

- “Very high radiation area” means an area, accessible to individuals, in which radiation levels from radiation sources exter-
nal to the bodycould result in an individual receiving an absorbed dose in excess of 5 Gy (500 rad) in 1 hour at 1 meter
from a_radiatiorsource of radiation or 1 metieom any surface that the radiation penetrates.

(At very high doses received at high dose rates, units of absorbed dose, the gray and rad shoulgrbg-asddad—are
appropriaterather than units of dose equivalent, sievert and rem)

R “Weighting factor” w; for an organ or tissue (T) means the proportion of the risk of stochastic effects resulting from irra-
diation of that organ or tissue to the total risk of stochastic effects when the whole body is irradiated uniformly. For calcu-
lating the effective dose equivalent, the values pave:

ORGAN DOSE WEIGHTING FACTORS

m

¢TE N

T

£T

¢

Organ or Tissue W
Gonads 0.25
Breast 0.15
Red bone marrow 0.12
Lung 0.12
Thyroid 0.03
Bone surfaces 0.03
Remainder 0.3
Whole Body 1.08

40.30 results from 0.06 for each of 5 “remainder” organs, excluding the skin and the lens of the eye, that receive the highest
doses.
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b For the purpose of weighting the external whole body dose, for adding it to theinternal dose, a single weighting factor, wt =
1.0, has been specified. The use of other weighting factors for external exposure will be approved by the Agency on a case-by-

case basis unti-sdueh-time-as-specifie guidance isissued.

R12-1-404. Unitsand Quantities

A. Eachlicensee or registrant shall use the Standard International (SI) St units becquerel, gray, sievert, and coulomb per kilo-
gram, or the special units curie, rad, rem, and roentgen, including multiples and subdivisions, and shall clearly indicate the
units of all quantities on records required by this Article 4.

B. Thelicensee or registrant shall make aclear distinction among the quantities entered on the records required by this Arti-
cle 4, such as, total effective dose equivalent, total organ dose equivalent, shallow dose equivalent, |ens eye dose equiva
lent, deep dose equivalent, or committed effective dose equivalent.

R12-1-405. Form of Records

A licensee or registrant shall ensure that each Eaeh record required by this Article 4 shalbe legible throughout the specified
retention period. The record shall bethe original, er a reproduced copy. or amicroform, provided that the copy or microformis
authenticated by authorized personnel and that the microform is capable of producing a clear copy throughout the required
retention period. As an alternative the record may be stored in electronic media capable of with-the-eapabiity-fer producing
| egibl eaceurate-and-complete records during the required retention period. Records, such as letters, drawings, and specifica-
tions, shall include all pertinent information, such as stamps, initials, and signatures. A licensee or registrant shall maintain
adequate safeguards against tampering with and loss of records.

R12-1-406. I mplementation
A= Any existing license or registration condition that is more restrictive than this Article 4 remainsin force until amendment
or renewal of the Ilcense or reglstratlon

R12-1-407. Radiation Protection Programs

A. No change.

B. The licensee or registrant shall use, to the extent practical practicable, procedures and engineering controls based upon
sound radiation protection principles to achieve occupational doses and public doses that are as low as is reasonably
achievable (ALARA).

C. Nochange.
D. No change.
1. Nochange:
a. Nochange.
b. No change.
2. Nochange.
3. Nochange.
R12-1-408. Occupational Dose Amountsfor Adults

A. Each Fhe licensee or registrant shall control the occupational dose to individual adults, except for planned special expo-
sures required in pursdantte R12-1-413, to the following dose limits:

1. Nochange.
a. Nochange.
b. Nochange.

2. Theannua limits to the lens of the eye, to the skin, and to the extremities which are:
a. A lensAneye dose equivalent of 0.15 Sv (15 rem), and
b. Nochange.
B. No change.
C. The assigned deep dose equivalent and shallow dose equivalent is for the portion of the body receiving the highest expo-
sure determined as follows:

1. The deep dose equivalent, lens eye dose equivalent, and shallow dose equivalent may be assessed from surveys or
other radiation measurements for the purpose of demonstrating compliance with the occupational dose limits, if the
individual monitoring device was not in the region of highest potential exposure, or the results of individual monitor-
ing are unavailable.
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2. When aprotective apron is worn and monitoring is conducted as specified in R12-1-419(B), the effective dose equiv-
alent for external radiation shall be determined as follows:
a. When only 1 eneindividual monitoring device is used and it is located at the neck outside the protective apron,
and the reported dose exceeds 25% pereent of the limit specified in R12-1-408(A), the reported deep dose equiv-
alent value multiplied by 0.3 is the effective dose equivalent for external radiation; or

b. No change.

D. No change.

E. Nochange.

F.  No change.

R12-1-400. Summation of External and Internal Doses

A. If athelicensee or registrant isrequired to monitor according to R12-1-419(B) and (C), the licensee or registrant shall add
external and internal doses, and use the sum to demonstrate compliance with dose limits. If the licensee or registrant is
required to monitor only according to R12-1-419(B) or only according to R12-1-419(C), summation is not required to
demonstrate compliance with dose limits. The licensee or registrant may demonstrate compliance with the requirements
for summation of external and internal doses according to subsections (B), (C), and (D). 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)).

B. 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 following, does not exceed unity
(1 ere):

1. The sum of the fractions of the inhalation ALI for each radionuclide, or

2. Thetota number of derived air concentration-hours (DAC-hours) for all radionuclides divided by 2,000, or

3. The sum of the calculated committed effective dose equivalents to al significantly irradiated organs or tissues (T)
calculated from bioassay data using applicable appropriate biological models and expressed as a fraction of the
annual limit. For purposes of this requirement, an organ or tissue is deemed to be significantly irradiated if, for that
organ or tissue, the product of the weighting factors, w, and the committed dose equivaent, Hy 50, per unit intakeis
greater than 10% of the maximum weighted value of Hr 5, that is, wyH+ 50, per unit intake for any organ or tissue.

C. 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 include it in demonstrating compliance with
thelimits.

D. Thelicensee or registrant shall evaluate and, to the extent practical, account for intakes through wounds or skin absorp-
tion. 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 according pursuant to this subsection.

R12-1-410. Determination of External Dose from Airborne Radioactive M aterial

A. Each licensee or registrant Licensees or registrants shall, when determining the dose from airborne radioactive material,
include the contribution to the deep dose equivaent, lens dose equivalent, and shallow dose equivalent from external
exposure to the radioactive cloud. See Appendix B, footnotes 1 and 2.

B. No change.

R12-1-411. Deter mination of Internal Exposure

A. For purposes of assessing dose used to determine compliance with occupational dose equivalent limits, each the licensee
or registrant shall, when required according pursdant to R12-1-419, take suitable and timely measurements of:

1. Concentrations of radioactive materialsin air in work aress;
2. Quantities of radionuclides in the body;
3. Quantities of radionuclides excreted from the body; or
4. Combinations of these measurements.
B. No change.
C. Nochange.
1. Nochange.
2. Nochange.
3. Nochange.
D. No change.
E. Nochange.
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 the most restrictive DAC of theany radionuclide in the mixture.
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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 compliance with the dose limitsin R12-
1-408 and te comply with the monitoring requirements in R12-1-419, and
2. The concentration of any radionuclide disregarded is less than 10% of its DAC, and
3. The sum of these percentages for all of the radionuclides disregarded in the mixture does not exceed 30%.
H. When determining the committed effective dose equivalent, the following information may be considered:
1. Inorder to calculate the committed effective dose equivalent, the licensee or registrant may assume that the inhalation
of 1 ALI, or an exposure of 2,000 DAC-hours, resultsin acommitted effective dose equivalent of 0.05 Sv (5 rem) for
radionuclides that have their ALIs or DACs based on the committed effective dose equivalent.
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 Appendix B, Table |. The licensee or registrant may, as a simplifying 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 shall also demonstrate that the limit in R12-1-408(A)(1)(b) is met.
R12-1-412. Deter mination of Prior Occupational Dose
A. For eachindividual who may enter athe licensee’s or registrant’s restricted area and is likely to receive, in a year, an occu-
pational dose requiring monitoring accordipgrstanto R12-1-419, the licensee or registrant shall:
1. Determine the occupational radiation dose received during the current year; and
2. Attempt to obtain the records of lifetime cumulative occupational radiation dose.
B. BeforePriertopermitting an individual to participate in a planned special exposure, the licensee or registrant shall deter-
mine:
1. No change.
2. 2. All doses in excess of the limits received during the lifetime of the indiyiohedliding doses received during
accidents and emergencies;+eceived-during-the lifetime-of the-indivadhahl
3. All lifetime, cumulative,occupational radiation doses.
C. In complying with the requirements of subsection {A}-abavé&ensee or registrant shadéy.
Accept, as a record of the occupational dose that the individual received during the current year,_ a wsitiaedand
statement from the individual, or from the individual's most recent employer for work involving radiation exposure,
that discloses the nature and the amount of any occupational dose that the individual received during the current year;
and
2. No change.
3. No change.
D. No change.

1. 1. The licensee or registrant shall record the exposure history, as required by subsection{A)nabgeacy
Form Y (available from the Agency) or a simitatherclear and legible recordf all the information required by this
subsection. The form or record shall show each period in which the individual received occupational exposure to
radiation or radioactive material and shall be signed by the individual who received the exposure. For each period for
which the licensee or registrant obtains reports, the licensee or registrant shall use the dose shown in théreport for
preparing Agency Form Y or _itsquivalent. For any period in which the licensee or registrant does not obtain a
report, the licensee or reglstrant shall place a notation on Agency Form equitslent indicating each peridiele
periodsof time for which_there is ndata-are-noet-available
2. The licensee or registrantli&sensees-erregistrants-aret required to reevaluate the separate external dose equiva-
lents and internal committed dose equivalents or intakes of radionuclides assessed gaaemgiamiio the_rules
regulationsin Article 4 in effect before January 1, 1994. Occupatidaather—oecupationadxposure histories
obtained and recorded on Agency Form Y oeiisivalent before January 1, 1994, would not have included effective
dose equivalent but may be used in the absence of specific information on the intake of radionuclides by the individ-
ual.
3. If the licensee or registrant is unable to obtain a complete record of an individual’'s current and previously accumu-
lated occupational dose, the licensee or registrantshall-assume
a. In establishing administrative controls ungewrsaant-toR12-1-408(F) for the current year, redubat the
allowable dose limit for the individuat-s—+educbg 12.5 mSv (1.25 rem) for each quarter for which records
were unavailable and the individual was engaged in activities that could have resulted in occupational radiation
exposure; and
b. Not subjectFhatthe individual tos-ret-availablefoplanned special exposures.
4. The licensee or registrant shall retain current and prior records on Agency Form ¥goitdent for 3 years after
the Agency terminates each pertinent license or registration requiring this record. The licensee or registrant shall
retain records used in preparing Agency Form Y _oedpsivalent for 3 years after the record is made.
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R12-1-413. Planned Special Exposures

A.

A licensee or registrant may authorize an adult worker to receive doses in addition to and accounted for separately from
the doses received under the limits specified in R12-1-408, provided that each of the following conditionsis satisfied:

1. Nochange.
2. Nochange.
3. Nochange.

a. Informed in writing of the purpose of the planned special exposure; eperation:-and

b. Informed in writing of the estimated doses, and associated potential risks, and specific radiation levels or other
conditions that might be involved in performing the task; and

c. Instructed in the measures to be taken to keep the dose ALARA in-aceerdanee-with-R12-1-407(B)}, considering
other risks that may be present.

4. Before Prierto permltt| ng an individual to participate in a planned special exposure, the licensee or registrant shall
ascertain aseertains prior doses as required by R12-1-412(B) duringthetifetime-of-the-tndividual for each individual
involved.

5. Subjectto R12-1- 408(B) the licensee or registrant shall not authorize a planned special exposure that would cause an
individual to receive a dose from all planned special exposures and all doses that exceed i-exeess-of-the Himitsto
exeeed:

a. Nochange.
b. Nochange

6. Thelicensee or registrant maintains records ef-the-cenduet of a planned Special exposure in accordance with subsec-
tions (B) and (C) belew and submits a written report to the Agency within 30 days after the date feHlewing any
planned special exposure conducted in accordance with this Section, informing the Agency that a planned special
exposure was conducted and indicating the date the planned special exposure occurred and the information required
by subsection (B) below.

7. Thelicensee or registrant records the best estimate of the dose resulting from the planned special exposure in the indi-
vidual's record and informs the individual, in writing, of the dose within 30 daysfafterthe date of the planned
special exposure. The dose fromplanned special exposuespesureshall not be considered in controlling future
occupational dose of the individual accordpygsuanto R12-1-408(A) but shall be included in evaluations required

by subsections (A)(4) and (ppragraphs-A-4—and-5-above

B. No change.

1. For each-use-qflanned special exposuegpesuresthe licensee or registrant shall maintain records that describe:
a. No change.
b. No change.
c. No change.
d. No change.
e. What precautions were taken to assure that doses were miniairgdinedn accordance with R12-1-407(B),
f.  What individual and collective doses were expeeted-tetesult
g. No change.
h. The process through whidkatthe employee involved in the planned special exposure has been informed in

writing of the information contained in subsection (A)@ragraph-(A}X3)-abeve

2. The licensee or registrant shall retain the records for 3 years after the Agency terminates each pertinent license or reg-
istrationrequiring-thesereeords

R12-1-415. Dose Limitsfor t6 an Embryo or Fetus

A. The licensee or registrant shall ensure that the dose equit@i@mtembryo or fetus during the entire pregnancy, due to
occupational exposure of a declared pregnant woman, does not exceed 5 mSv (0.5 rem). Records shall be maintained
according to R12-1-419(D)(4) and (5).

B. No change.

C. The dose equivalemd an embryo or fetus is the sum of:

1. The deep dose equivalent to the declared pregnant woman; and
2. The dose equivaletd the embryo or fetus from radionuclides in the embryo/fetus and radionuclides in the declared
pregnant woman.

D. If by the time the woman declares pregnancy to the licensee or registrant, the dose edaitraesinbryo or fetus has
exceeded 4.5 mSv (0.45 rem), the licensee or registrant is deemed to be in compliance with subsection (A), if the addi-
tional dose equivalerib the embryo or fetus does not exceed 0.5 mSv (0.05 rem) during the remainder of the pregnancy.

E. A declaration of pregnancy shall remain in effect until the declared pregnant woman withdraws the declaration in writing

or is no longer pregnant.
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R12-1-416. Dose Limitsfor Individual Members of the Public

Each licensee or registrant shall conduct operations so that:

1. Thetotal effective dose equivalent to any individual member mermbers of the public from the licensed or registered

operation does not exceed 1 mSv (0.1 rem) in a year, exclusive of the dose contribution from the licensee’s or regis-
trants d|sposal of rad|oact|ve materlal |nto sanltary sewerage |n accordance with R12 1-436; and

A.

_I.o

23-The dose in any unrestrlcted area from external sources does not exceed 0. 02 mSv (0.002 rem) in any 1 hour.

A licensee, registrant, or an applicant for a license or registration may apply-foAgency authorization to operate

with anap-te-arannual dose limit of 5 mSv (0.5 refay an individual member of the public-ef5-mSv(0-5+ehieFhis

application shall include the following information:

1. An explanatiorBemenstratiorof the need for and the expected duration of operations in excess of the limit in sub-

section (A)abeve and

2. No change.

3. No change.

A ir-addition-to-therequirements-of-Article-4dlieensee or registrant shall comply withsubject-to-the-provisions- die

U.S. Environmental Protection Agency’s applicable environmental radiation standards in 40 CFR190 1999 Edition, pub-

lished July 1, 1999, by the Office of Federal Register National Archives and Records Administration, incorporated by ref-

erence and on file with the Agency and the Office of the Secretary of State, containing no future edltlons or amendments.
v v v v Code of Fed-

hives and

No change.

Each licensee or registrant shall make or cause to be made surveys of radiation levels in unrestriatetiratiaactive
materials containeth effluents released to unrestricted areas to demonstrate compliance with the dose limitsfor individ-
gal members of the public-listed-above

Each licensee or registrant shal-shew-compliance-with-the-annual-dese limitlisted-above by

1. Demonstrate by measurem@&udmeonstrating-by-measuremeantcalculation that the total effective dose equivalent

to the individual likely to receive the highest dose from the licensed or registered operation does not exceed the
annual dose limit; or
2. Demonstrat®emenstratinghat:
a. The annual average concentrations of radioactive material released in gaseous and liquid effluents at the bound-
ary of the unrestricted area do not exceed the values specified in Appefdiz8)l-ef-AppendixBand
b. No change.
No change.
Reeerds Each licensee or registrant shall maintain records sufficient to demonstrate compliance with the dose limit for
individual members of the public; and shall retain the records flare®years after the Agency terminates each pertinent

license or registrationreguiring-thereeord

R12-1-417. Testing for Leakage or Contamination of Sealed Sources

A.

A Fhelicensee in possession of any sealed source shall assure that:

1. Each sealed source, except as specified in subsection{B) tmtested for leakage or contamination and the test
results are received before the sealed source is put into use unless the licensee has a certificate from the transfero
indicating that the sealed source was tested within 6 months before transfer to the licensee or registrant.

2. Each sealed source that is not designed to emit alpha particles is tested for leakage or contamination at intervals not tc
exceed 6 months or at alternative intervals approved by the Agency, after evaluation of information specified by R12-
1-311 (D)(2) and (3) of these rulesgulations or equivalent information specified by an Agreement State, a Licens-
ing State, or the U.S. Nuclear Regulatory Commission.

3. Each sealed source that is designed to emit alpha particles is tested for leakage or contamination at intervals not to
exceed 3 months or at alternative intervals approved by the Agency, after evaluation of information specified by R12-
1-311 (D)(2) and (3). of these rulssggulations or equivalent information specified by an Agreement State, a Licens-
ing State, or the Nuclear Regulatory Commission.

4. EachFer—eaerBealed source susnected of damaqe or Ieakadetmratb—Fequed—tbe tested for Ieakage or contam-

might be leak

er

use.
5. Tests for leakage for all sealed sources, except brachytherapy sources manufactured to contain redaliaeare
capable of detecting the presence of 185 Bq (0.005 pCi) of radioactive material on a test sample. The person conduct-
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ing the test shall take test Fest samples shat-be-taken from the sealed source or from the surfaces of the container in
which the sealed source is stored or mounted on which ene-might-expect contamination could te accumulate. For a
sealed source contained in a device, the person conducting the test shall obtain test samples are-ebtaired when the
source of radiation is in the “off” position.

6. The test for leakage frofer brachytherapy sources containing radisvanufactured-to-contaiRadiumis shall-be
capable of detecting an absolute leakage rate of 37 Bq (0.001 pCi) of Radon-222 in a 24 hour period when the collec-
tion efficiency for Radon-222 and its daughters has been determined with respect to collection method, volume, and
time.

7. Tests for contamination from radiuRedismdaughters arehal-betaken on the interior surface of brachytherapy
source storage containers and shel-becapable of detecting the presence of 185 Bq (0.005 uCi)_of a radium
Radiumdaughter which has a half-life greater than 4 days.

B. A licensee-er+egistramieed not required to perform tegisrerm-testfor leakage or contamination on the following
sealed sources:
No change.
No change.
No change.
No change.
No change.
Sealed sources, except teletherapy and brachytherapy sources, which are stored, not being used, and identified as i
storage. The licensee or registrant shal,—heweaest each-suchealed source for leakage or contamination and
receive the test results before any use or transfer unless it has been tested for leakage or contamination within 6
months before the date of use or transfer.
C. Persons specifically authorized by the Agency, an Agreement State, a Licensing State, or the U.S. Nuclear Regulatory

Comm|s5|on shaII perform tests for Ieakaqe or contamlnatlon of sealed s@mesfer—%akageer—eemammaﬂen—trom

a Licensing

ourwNE

State—eHhe—U%—NueleapRegeﬂa{e%emws&en%e—peﬁepm&ehserwces
D. A licensee shall maintain te$estresults-shallHbekefn units of becquerel or microcurie ard-maintaif@dinspection

by the Agency.
E. The following_isshall-beconsidered evidence that a sealed source is leaking:
1. No change.
2. No change.
3. The presence of removable contamination resulting from the decay of 185 Bq (0.005 uCi) or more of radium.
Radigm.

F. A Fhelicensee-er+egistrashall immediately withdraw a leaking sealed source from use and shall take action to prevent
the spread of contamination. The leaking sealed source shall be repaired or disposed of in accordance with this Article
Article4.

G. Reperts A Fhelicensee shall file a report with the Ageneithin 5 days with the Agency if the test for leakage or con-
tamination indicates a sealed source is leaking or contaminated. The report shall include the equipment involved, the test
results and the corrective action taken.

H. A licensee shall maintain recorBeeords:Recordsf tests for leakage or contamination of sealed sourees-shalt-ba kept

units of becquerel or microcurie-and-maintainedferinspection-by-the-Afdem8years after the records are made.
R12-1-418. Surveysand Monitoring

A. No change.
1. No change.
2. No change.
a. No change.
b. No change.
c. No change.
B. No change.

1. Holding current personnel dosimetry accreditation from the National Voluntary Laboratory Accreditation Program
(NVLAP) of the National Institute of Standards and Technology, accoiirgpanto NVLAP procedure$roce-
durespublished August 1994 as NIST Handbook Ns#rember1990-asEdition NISTHR-4488 the U.S. Depart-
ment of Commerce, incorporated-herbinreference and on file with the Agency and the OfficthefSecretary of
State, containing no future editions or amendments; and

2. No change.
C. No change.
D. No change.

1. No change.
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2. Thelicensee or registrant shall retain each of the following records for 3 years after the Agency terminates the each
pertinent license or registration reguiring-therecord:

a  Records of the survey results used resdHs-ef-surveys to determine the dose from external sources of radiation
wsed, in the absence of or in combination with individual monitoring data, and provide an H-the assessment of
individual dose equivalents;

b. Records of the measurement and calculation results resuits-of-measdurerments-and-caledtations used to determine
individual intakes of radioactive material and used in the assessment of internal dose;

¢. Records showing the results of air sampling, surveys, and bioassays required according pursdant to R12-1-
425(A)(3)(a) and (b); and

d. Records of the measurement and calculation results resutts-of measurements-and-ealeutations used to evaluate
the release of radioactive effluents to the environment.

R12-1-419. Conditions Requiring I ndividual Monitoring of External and Internal Occupational Dose
A. No change.
B. No change.

1. Nochange.

2. Nochange.

3. Nochange.

4. No change.

a. Nochange.

b. Anindividual monitoring device used for lens eye dose equivalent shall be located at the neck, or an unshielded
location closer to the eye, outside the protective apron.

¢. Nochange.

C. Nochange.

1. Adultslikely to receive, in 1 year, an intake in excess of 10% of the applicable ALI in Table |, Columns 1 and 2, of
Appendix B; and

2. Nochange.

D. No change.

1. Nochange.

a. The deep dose equivalent to the whole body, lens eye dose equivalent, shallow dose equivalent to the skin, and
shallow dose equivalent to the extremities;

b. Nochange.

¢. Nochange.

d. Nochange.

e. Nochange.

f.  Nochange.

2. Nochange.

3. Nochange.

4. No change.

5. Nochange.

R12-1-420. Control of Accessto High Radiation Areas
A. A Fhelicensee or registrant shall ensure that each entrance or access point to ahigh radiation areahas 1 or more of the fol-
lowing features:

1. A control device that, upon entry into the area, causes the level of radiation to be reduced below the that level at
which an individual might receive a deep-dose equivalent of 1 mSv (0.1 rem) in 1 hour at 30 centimeters from the
source of radiation from any surface that the radiation penetrates;

2. Nochange.

3. Nochange.

B. No change.

C. Nochange.

D. Thelicensee or registrant shall establish the controls required by subsection (A) and (C) abeve in away that does not pre-
vent individuals from leaving a high radiation area.

E. Nochange.

1. Nochange.

2. Nochange.

F. Thelicensee or registrant is not required to control entrance or access to rooms or other areas in hospitals solely because

of the presence of patients containing radioactive material, provided that there are personnel in attendance who are taking
the necessary precautions to prevent the exposure of individuals to radiation or radioactive material in excess of the estab-
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lished limits in Article 4 and te operate in accordance with R12-1-407(B) and the provisions of the licensee’s or regis-
trant’s radiation protection program.

The registrant is not required to control entrance or access to rooms or other areas containing sources of radiation capable
of producing a high radiation area—as-deseribed-in-this-Sdttiba registrant has met all the specific requirements for
access and control specified in other applicable Articles of theseregigistionssuch as, Article 5 for industrial radiog-

raphy, Article 6 for x-rays in the healing arts, and Articefer particle accelerators.

R12-1-421. Control of Accessto Very-high Radiation Areas

A.

C.

D.

In addition to the requirements in R12-1-42@khalicensee or registrant shall institute measures to ensure that an individ-

ual is not able to gain unauthorized or inadvertent access to areas in which radiation levels could be encountered at 5 Gy
(500 rad) or more in 1 hour at 1 meter from a source of radiation oringraurface thahreugh-whictthe radiation pen-

etrates. This requirement does not apply to rooms or areas in which diagnostic x-ray systems are the only source of radia-
tion; or te non-self-shielded irradiators.

The registrant is not required to control entrance or access to rooms or other areas containing sources of radiation capable
of producing a very high radiation aress described in subsection (A}-abovkthe registrant has met al-the-specific
requirements for access and control specified in other applicable Articles of thesegulatenssuch as, Article 5 for

industrial radiography, Article 6 for x rays in the healing arts, and Arti€&&o® particle accelerators.

Each licensee or registrant shall maintain records of tests made acqarebagnto R12-1-422(B)(9) on entry control

devices for very high radiation areas. These records shall include the date, time, and results-of ézstro§fichction.

No change.

R12-1-422. Control of Accessto Irradiators (Very-high Radiation Areas)

A.

This Section applies to licensees or registrants with sources of radiation in non-self-shielded irradiators. This Section does
not apply to sources of radiation that are used in teletherajmygjustrial radiography, erioompletely self-shielded irra-

diators in which the source of radiation is both stored and operated within the same shielding radiation barrier and, in the
designed configuration of the irradiator, is always physically inaccessible to any individual and cannot create high levels
of radiation in an area that is accessible to any individual.

A licensee or a registrant shall ensure that &sstharea in which there may exist radiation levels in excess of 5 Gy (500

rad) in 1 hour at 1 meter from a source of radiation that is used to irradiate materialshafietseetthe following
requirements:

1. Each entrance or access poirghal-beequipped with entry control devices thatich:

a. No change.

b. No change.

c. No change.

2. Additional control devices ishal#l-beprovided so that, upon failure of the entry control devices to function as
required by subsection (B)(3)-above

a. No change.

b. Conspicuous visible and audible alarm signals are generated to make an individual attempting to enter the area
aware of the hazard and at least 1 other authorized individual, who is physically present, familiar with the pro-
cessaetivity and_equipmenpreparedo render or summon assistance, aware of the failure of the entry control
devices.

a. No change.

b. Conspicuous visible and audible alarm signals are generated to make potentially affected individuals aware of
the hazard and the licensee or registrant or at lease dther individual, who is familiar with the activity and
prepared to render or summon assistance, aware of the failure or removal of the physicabbeigers

4. No change.

5. Physical radiation barriers that comprise permanent structural components, such as walls, that have no credible prob-
ability of failure or removal in ordinary circumstances need not meet the requirements of subsectionsa{8)(3)
graphs{A)3)and (4)-abeve

6. The licensee or registrant shall equip eBabharea-shall-be-equippadth devices that will automatically generate
conspicuous visible and audible alarm signals to alert personnel in the area before the source of radiation can be put
into operation and in time for any individual in the area to operate a clearly identified control device—whiech shall be
installed in the areand which can prevent the source of radiation from being put into operation.

7. The licensee or registrant shall control ekeleharea-shall-be-contrelidoly use of-suelmdministrativeprocedures
and sub devices-as-amecessary to ensure that the area is cleared of personneldv&iote each use of the source
of radiation.

8. The licensee or reqistrant shall chésehareashall-be-cheekday a radiation measurement to ensure that, prior to
the first individual’s entry into the area after any use of the source of radiation, the radiation level from the source of
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radiation in the areais below that at which it would be possible for an individua to receive a deep-dose equivalent in
excess of 1 mSv (0.1 rem) in 1 hour.
9. The licensee or registrant shall test the entry control devices required in subsection paragraph (B)(1) abeve-shal-be
teﬁed for proper functioning and keep records according to —Record-keeping-shal-be-r-aceerdance with R12-1-421.
Testing shall be conducted before prier-teo initial operatlon with the source of radiation on any day, unless opera-
tions were continued uninterrupted from the previous day;

b. Testing shall be conducted before prierte resumption of operation of the source of radiation after any uninten-
tional interruption: and

¢. Nochange.

10. Thelicensee or registrant shall not conduct operations, other than those necessary to place the source of radiation in a
safe condition or te effect repairs on controls, unless control devices are functioning properly.

11. Thelicensee or registrant shall control entry Entry and exit portals that are used in transporting materials to and from
the irradiation area, and that are not intended for use by individuals, shall be eentroHed by-sueh with devices and
administrative procedures as-are necessary to physically protect and warn against inadvertent entry by any individual
through these portals. Exit portals for irradiated materials shall be equipped to detect and signal the presence of any
loose radioactive material that is carried toward sueh an exit and automatically te-prevent loose radioactive material
from being carried out of the area.

C. A I|censee redlstrant or aDrJllcant seeking a license or registration for a source of radiation Lieensees—+egistrants—or
a diation within the purview of subsection (B) that abeve-which will
be used in avarlety of posmons orin Iocat|ons such as open fields or forests that make iti mpractlcal +mpfaet+ealefe to
comply with certain requirements of subsection (B) abev
apply to the Agency for approval of alternative safety measures. Alternanve safety measures shall prowde personnel pro-
tection at least equivalent to that these specified in subsection (B) abeve. At least 1 of the alternative measures shall be

Haetude an entry-preventing interlock control, based on a measurement of the radiation that ensures the absence of high

radiation levels before an individual can gain access to the area where the sueh sources of radiation are used.

D. A licensee or registrant shall provide the Fhe entry control devices reguired by subsections (B) and (C) abeve-shal-be
established in such away that no individual will be prevented from leaving the area.
E. Nochange.

1. Each licensee or registrant shall maintain records of tests made according pursdant to subsection paragraph (B)(9)
abeve on entry control devices for very high radiation areas. These records shall include the date, time, and results of
each sueh test of function.

2. Thelicensee or registrant shall retain the records for 3 years from the date after the record is made.

R12-1-423. Use of Process or Other Engineering Controls
A Fhe licensee or registrant shall use process or other engineering controls, such as; containment or ventilation, to control the
concentrations of radioactive materia in_the air.and comply with -as+ay-bereguired-to-meet- the reguirements-of R12-1-407.

R12-1-424. Use of Other Controls
When it is not practical practieable to apply process or other engineering controls to control the concentrations of radioactive
material in the air to values below those that define an airborne radioactivity area, the licensee shall, consistent with maintain-
ing the total effective dose equivalent according to ir-aceerdancewith R12-1-407(B), increase monitoring and limit intakes by
1 ene or more of the following means:

1. Control ef access, of

2. Limit Lmitatien-of exposure times,

3. Useef respiratory protection egquipment, or

4. Use other Sther controls.

R12-1-425. Use of Individual Respiratory Protection Equipment
A. If athelicensee uses respiratory protection equipment to limit intakes according pursdant to R12-1-424;
1. Exceptas provided in subsection (A)(2) paragraph-AX2-b)Y-below, the licensee shall use only respiratory protection
equipment that is tested and certified er-hag-certification-extended-by the National Institute for Occupational Safety
and Health and the Mine Safety and Health Adm|n|strat|on (NIOSH/MSHA) —HSf-Hg—StﬁHdﬂFdS—FH%Q—GFR—PaH—l-l—

WhICh there isno schedule for testi ng or certlflcatlon the I|censee shaII submlt an appllcatlon for authonzed use of
the that equipment, including a demonstration by testing, or a demonstration on the basis of reliable test information,
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that the material and performance characteristics of the equr pment are capable of prOV|d| ng the proposed degree of
protection under anticipated conditions of use t ,

3. Nochange.
a. Nochange.
b. No change.
c. Testing of respirators for operability immediately _before prierto each use;
d. Nochange.
e. Nochange.
4. No change.
a. Nochange.
b. Nochange.

¢. Nochange.

5. Thelicensee shall advise each respirator user that the user may leave the area at any timefor relief from respirator use
in the event of equipment malfunction, physical or psychological distress, procedural or communication failure, sig-
nificant deterioration of operating conditions, or any other conditions that might require sueh relief from respirator
use.

6. Nochange.

B. When estimating exposure of individuals to airborne radioactive materials, the licensee may take credit for respiratory
protection equipment used to limit intakes as allowed in pursuantteo R12-1-424, provided that the following conditions, in
addition to those in subsection (A) abeve, are satisfied:

1. The licensee selects respiratory protection equipment_from Appendix A, that provides a protection factor that will
afford the user Drotectlon from the peak concentratlon of airborne radloactlve materlal and requires its use when that

gred which peak concentrations of air-
borne radloactlve materrals in the Work| ng area are expected to exceed the vaI ues specmed in Appendix B, Tablel,

Column 3. However, if the selection of respiratory protectron equipment, with a protection factor greater than the

peak concentration, is mconsr stent. with the goal of mai ntal ning the total effectlve dose equrval ent ALARA as Speci-

fied in R12-1-407(B), a spe
407Bthe licensee may select respiratory protectlon equment W|th a Iower protectlon factor provided the equip-

ment selection and other controls authorized in R12-1-424 result that-sueh-a-selectionweodtdresdi in atotal effective
dose equivalent that is ALARA as specified in that-rmeetstheregquirementsin R12-1-407(B). The concentration of
radioactive material in the air that is inhaled when respirators are worn may be initially estimated by dividing the
average concentration in the air, during each period of uninterrupted use, by the protection factor. If the exposure is
later found to be greater than initially estimated, the corrected value shall be used; if the exposure islater found to be
less than initially estimated, the corrected value may be used.

2. Nochange.
a. Nochange.
b. Nochange.

C. Inan emergency, the licensee shall use as emergency equipment only respiratory protection equipment that has been spe-
C|f|cally certlfled or hashad cert|f|cat|on e)eteneleel for emergency use by NIOSH/M SHA the-Nationa-tnstitute-fer- Oceu-

D. Repens The I|censee shaII notrfy the Agency inwriting at Ieast 30 days before the date that respiratory protection equip-
ment is first used according to subsections (A) or (B). pursuant-te-either-R12-1-425(A)-er-(B)-

R12-1-426. Security of Sored Sources of Radiation

A Fhe licensee or registrant shall secure from unauthorized removal or access licensed or registered sources of radiation that
are stored in unrestricted aress.

R12-1-427. Control of Sources of Radiation Not in Storage

A. A Fhelicensee shall control and maintain constant surveillance of licensed er+egistered radioactive material that isin an
unrestricted area and that-is not in storage or in a patient.

B. A Fheregistrant shall maintain control of radiation machines that are in an unrestricted area and-that-arenot in storage.

R12-1-428. Caution Signs

A. Standardradiation-symbel: Unless otherwise authorized by the Agency, alicensee or registrant shall use the symbol pre-
scribed by this Section with shal-use the colors magenta, or purple, or black on yellow background as the standard radia-
tion symbol. The symbol prescribed is the three-bladed design as follows:
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RADIATION SYMBOL

1. Cross-hatched areaisto be magenta, er purple, or black, and
2. Thebackground isto be yellow.

_—60°

60°

ndal tion—symbel: Notwithstanding the requirements of subsection (A)
abeve licensees or reg|strants are author| zed to Iabel sources of radiation, source holders, or device components contain-
ing sources of radiation that are subjected to high temperatures, with conspicuously etched or stamped radiation caution
symbols that lack the andrwitheut a color scheme required in subsection (A) requirerment.

C. Additional-information-on-signs-and-Habels: In addition to the contents of signs and labels prescribed in this Article 4, the

licensee or registrant shall provide, on or near the required signs and labels, additional information,—as-apprepriate; to
make individuals aware of potential radiation exposures and to minimize the exposures.

R12-1-429. Postings Pestirg-Reguirerments

A.

B.

A Pesting-of-radiation-areas—Fhe licensee or registrant shall post each radiation area with a conspicuous sign or signs
bearing the radiation symbol and the words “CAUTION, RADIATION AREA.”
Pesﬁng—ef—hrgh—mdaﬂen—area‘ﬁhe licensee or registrant shall post each high radiation area with a conspicuous sign or
signs bearing the radiation symbol and the words “CAUTION, HIGH RADIATION AREA” or “DANGER, HIGH RADI-
ATION AREA.”
Pesﬂng—ef—ve#y—high—radmﬂen—a;eame licensee or registrant shall post each very high radiation area with a conspicuous
sign or signs bearing the radiation symbol and words “GRAVE DANGER, VERY HIGH RADIATION AREA.”
Pesting-of-airborneradioactivity-aredde licensee shall post each airborne radioactivity area with a conspicuous sign or
signs bearing the radiation symbol and the words “CAUTION, AIRBORNE RADIOACTIVITY AREA” or “DANGER,
AIRBORNE RADIOACTIVITY AREA.”

i i ich-H stbeticensee shall post each area or room in which
there is used or stored an amount of licensed material exceeding 10 times the quantity ofdissmeetkerial specified
in Appendix C with a conspicuous sign or signs bearing the radiation symbol and the words “CAUTION, RADIOAC-
TIVE MATERIAL(S)” or “DANGER, RADIOACTIVE MATERIAL(S).”

R12-1-430. Posting Exceptions te-Restirg-Reguiements

A.

No change.

1. The sources of radiation are constantly attended during these periods by an individual whe pakeautiens nec-
essary to preventthexposure of individuals to sources of radiation in excess-dintiits established in thiérticle
4; and

2. No change.
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A licensee or registrant is not required to post caution signs in rooms Reewas or other areas in hospitals that are occupied
by patients that have been administered radioactive material arehekrequtredtehepested under with-caution-sigRs-pursd-
antte R12-1-429, provided that confinement of the patient is not required by pursuantte a condition of en the radioactive
material license.

A licensee or registrant is not required to post a caution signin aA room or area

sign because of the presence of a sealed source, provided the radiation level at 30 centimeters from the surface of the
sealed source container or housing does not exceed 0.05 mSv (0.005 rem) per hour.

A licensee or registrant is not reguired to post a caution sign in aA room or area is-het-requiredto-be-posted-with-a-cadtion

sign because of the presence of radiation machines used solely for diagnosisin the healing arts.

R12-1-431. L abeling Containers and Radiation Machines

A.

[©

A Fhe licensee shall ensure that each container of licensed material is labeled with bears a durable, clearly visible tabet

bearingthe radiation symbol and the words “CAUTION, RADIOACTIVE MATERIAL” or “DANGER, RADIOACTIVE
MATERIAL”". The label shall also provide information, such as the radionuclides present, an estimate of the quantity of
radioactivity, the date for which the radioactivigtivity is estimated, radiation levédvels kind of materialkinds—of
materials and mass enrichment, to permit an individadividualshandling or using a containtye-centainersor work-

ing in the vicinity of_a containghe-containersdo take precautions to avoid or minimize exposxgosures

Each licensee shall, befoprierte removal or disposal of aempty, uncontaminated containepnrtairerso anunre-
stricted_areaareas remove or deface the radioactive material label or otherwise clearly indicate that the container no
longer contains radioactive materials.

Each registrant shall ensure that each radiation machine is labeled in a conspicuous manner to caution arvmiglvidual
cautionsindividualshat radiation is produced when it is energized.

A licensee shall label each syringe and each vial, that contains a radiopharmaceutical, used in the practice of medicine, to
identify its radiopharmaceutical content. Each syringe shield and vial shield shall also be labeled, unless the label on the
syringe or vial is visible when shielded. Color-coding syringe shields and vial shields does not meet the labeling require-
ment.

R12-1-432. L abeling Exemptions te-abelnrg-Requirements

A licensee is not required to label:

1. No change.

2. No change.

3. Containers attended by an individual who takesptieeautions necessary to prevent élposure of individuals to
radiationin excess of the limits established in tsArticle 4;

4. Containers holdlng+h+eh—eenta+-rrad|oactlve material that does not exceed the limits for excepted quantlty or article
as defined and limited in 49 CFB
173.403(m) and (w), and 173.421 through 1734124 and thatare transported Dackaqed and IabeManspert

ledaccordance with 49 CFR-8§2.403 and 172.436 through 172.444% 1999 Edition,
published October 1, 1999 by the Office of Federal Register National Archives and Records Administration, incorpo-
rated by reference and on file with the Agency and Office of Secretary of State ThIS mcorDoratlon by reference con-
ta|ns no future ed|t|ons or amendm G -S- a ober 1,
j hi ed-herein by refer-

ene&and—enﬂewit#th&@#ﬁe&ef%eeret&wet—smte
5. Containers that are accessible only to individuals authorized to hendke-themor to work in the vicinity of the
containers, if the contents are identified to these individuals by a readily available written record. Examples of con-
tainers of this type are containers in locations such as water-filled canals, storage vaults, or hot cells. A licensee shall
retain theFhe record-shall-beretainab long as the containers are in use for the purpose indicated on the record; or
6. No change.

R12-1-433. Proceduresfor Receiving and Opening Packages

A.

B.

Each licensee who expects to receive a package containing quantities of radioactive material in excess of a Type A quan-
tity, as defined in 10 CFR 71.4, 1999 Edition, published January 1, 1999 by the Office of the Federal Register National
Archives and Records Administration, incorporated by reference and on file with the Agency and Office of the Secretary

of State and contalnlnq no future edltlons or amendn@a@FR—§—7+4—}993—Edmen—pu-bl+shedT]ahuary4—L993—by the

and on file

Wlth—me-gﬁlee—etéeeretary—et%tamall make arrangements to receive:

1. No change.
2. No change.
No change.

1. Monitor the external surfaces of a package, labeled with a Radioactive White [, Yellow I, or Yellow Il as specified
in 49 CFR 172.403 and 172.436 through 172.440, 1999 Edition, published October 1, 1999 by the Office of Federal
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Register National Archives and Records Administration, incorporated by reference and on file with the Agency and
the Office of the Secretarv of State containing no future ed|t|ons or amendments 49—@FR—§-§—1—12—493—&H€I—1—12—436
~ hives and
f ttertmlmac-
tive contamination unless the package contams only radloactlve matenal in the form of gas or in special form as
defined in R12-1-102-eftheserdjesd
2. Monltor the external surfaces of a package, labeled with a Radioactive White I, Yellow Il, or Yellow Il as specified
rermgbsection (B)(1paragraph(B}1)-abeyéor radiation
levels unless the package contalns quantltles of radloactlve material that are less than or equal to the Type A quantity,
asdefined in 10 CFRPaml, andreferenced in subsection (AYyaboead
3. No change.
C. The licensee shall perform the monitoring required by subsection{B} abm@on as practicptacticableafter receipt
of the package, but not later than 3 hours after the package is received at the licensee’s facility if it is received during th
licensee’s normal working hours, or not later than 3 hours from the beginrtimg réxt working day if it is received after
working hours.

D. No change.
1. No change.
2. No change.
E. No change.:
1. Establish, maintain, and retain written procedures for safely opening packages thatea#tmiradioactive mate-
rial is+eceivedand
2. No change.

F. Licensees transferring special form sources in vehicles owned or operated by the licersee-or tegisttdrdm a work
site are exempt from the contamination monitoring requirements of subsectien<B)baib@re not exempt from the
monitoring requirement in subsection (B}-abdeoemeasuring radiation levels that ensures that the source of radgation
still properly lodged in its shield.

R12-1-434. General Requirementsfor Waste Disposal
A. No change.
1. By transfer to an authorized recipient as provided in R12-1-439 or in Article 3 of theseegtistions or to the
U.S. Department of Energy;
No change.
No change.
As authorized accordirgptsuanto R12-1-435, R12-1-436, R12-1-437, or R12-1-438.
0 change
No change.
No change.
No change.
Disposal at a land disposal facility licensed accordimguanto Article 3 of these rulesgulationsor
No change.

R12-1-435. Method for Obtaining Approval of Proposed Disposal Procedures
A licensee or applicant for a license may apply to the Agency for approval of proposed procedures, not otherwise authorized in
this Chapter for disposttese-regutations;-te-dispostlicensed material generated in the licensee’s operations. Each applica-
tion shall include:

1. A description of the waste containing licensed material to be dlsposed of |nclud|hg the phyS|caI and chemical proper-

ties that have an impact on risk evaluatiesnd-the A posal;

2. The proposed manner and conditions of Waste disposal;

3.2 An analysis and evaluation of pertinent information on the nature of the environment;

4.3 The nature and location of other potentially affected facilities; and

5.4 An analysisAralysesand_procedurerecedureso ensure that doses complse-maintained-inaccordaneéh R12-
1-407(B), and arwvithin the dose limits in thidrticle 4.

o
TRONRZA®EN

R12-1-436. Disposal by Release into Sanitary Sewer age System
A. No change.

1. No change.

2. No change.

3. If more than 1 radionuclide is released, the following conditions shall also be satisfied:
a. No change.
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b. The sum of the fractions for each radionuclide required by subsection (A)(3)(a) subparagraph-(A)}3)a) above,
does not exceed unity; and
¢. Nochange.
B. No change.

R12-1-437. Treatment or Disposal by Incineration
A licensee shall may treat or dispose of licensed material by incineration only in the amounts and forms specified in R12-1-
438 or as specifically approved by the Agency according pursdant to R12-1-435.

R12-1-438. Disposal of Specific Wastes

A. No change.
1. Nochange.
2. Nochange.

3. 1.85 kBq (0.05uCi), or less, of lodine-125 per gram of medium used in analyzing in vitro laboratory samples and
associated sample holders contaminated during the laboratory procedure.
B. A licensee shall not dispose of tissue, contaminated with radioactive material, acemneiagntto subsection (A)(2)
abevein a manner that would permit its use either as food for humans or as animal feed.
A licensee is authorized to hold radioactive material with a physical half-life of 120 days or less for decay in storage
before disposal in ordinary trash and is exempt from the requirements of R12-1-434, provided:
Radioactive material held for disposal is permitted to decay for a minimum period of 10 half-lives;
The container of radioactive material is surveyed at its surface with no interposed shielding, before disposal as ordi-
nary trash with a radiation detection survey meter set on its most sensitive scale and appropriate for the type of radia-
tion being detected.
The radioactivity of the container, determined by survey, is less than 2 times background; and
All radiation labels are removed or obliterated.

(@

N =

Ealie

D. G—ReeerdsThe licensee shall maintain records in accordance with R12-1-441.
R12-1 439 Transfer For Drspoml and Mamfests

disposal at a
t existing

wastes.
A.B-Each shipment of radioactive waste designated for disposal at a licensed low-level radioactive waste disposal facility shall
be accompanied by a shipment manifest as specified in subsectiong&déFaph{(ExX1)-belaw
B.SEach shipment manifest shall include a certification by the waste generator as specified in subsectiparéigyehh

C.B-Each person involved in the transfer of waste for disposal or in the disposal of waste, including the waste generator, waste
collector, waste processor, and disposal facility operator, shall comply with the requirements specified in subsection(D)(3)
paragraph-(E}(3)-belaw

D.E-Requirements for manifests atrdnsfer of low-level radioactive wasteftg-dispesal-atand disposal facilities-ane-man-
fests
1. Manifest
The shipment manifest shall contain the name, address, and telephone number of the person generating the waste. The
manifest shall also include the name, address, and telephone number or the name and U.S. Environmental Protection
Agency hazardous waste identification number of the person transporting the waste to the land disposal facility. The man-
ifest shall also indicate: a physical description of the waste, the volume, radionuclide identity and quantity, the total radio
activity, and the principal chemical form. The solidification agent shall be specified. Waste containing more than 0.1%
chelating agents by weight shall be identified and the weight percentage of the chelating agent estimated. Wastes classi-
fied as Class A, Class B, or Class C in Appendiexction l-ef-Appendix3hall be clearly identified by class-suehin
the manifest. The total quantity of the radionuclides hydrogen-3, carbon-14, technetium-99, and iodine-129 shall be
shown. The manifest required by this paragraph may be shipping papers used to meet U.S. Department of Transportation
or U.S. Environmental Protection Agency regulations or requirements of the receiver, provided all the required informa-
tion is included. Copies of manifests required by this Section may be legible carbon copies or legible photocopies.

2. Cettification
The waste generator shall include in the shipment manifest a certification that the transported materials are properly clas-
sified, described, packaged, marked, and labeled and are in proper condition for transportation according to the applicable
regulations of the U.S. Department of Transportation and the Agency. An authorized representative of the waste generator
shall sign and date the manifest.
3. Control and Tracking

a. Any radioactive waste generator who transfers radioactive waste to a land disposal facility or a licensed waste

collector shall comply with the requirements in subsections (E)(3)(a)(i) throughs@higivisiona)d)-threugh
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{vii). Any radioactive waste generator who transfers radioactive waste to a licensed waste processor who treats
or repackages waste shall comply with the requirements of subsections (E)(3)(a)(iv) through (vii) subdivisien

(a)&vé—threugh{—w) A licensee shall:

Vi.
Vii.

viii.

Prepare all wastes so that the waste is classified according to Appendix D, Section | eFAppendixb and is
charactenzed as required in meets-the-waste-charaeteristiesrequirementsa Appendix D, Section |1 ef

Label each package of waste to identify whether it is Class A waste, Class B waste, or Class C waste, in
accordance with Appendix D, Section |11 Seetient-of-Appendixb;

iii. Conduct a quality control program incl udlnq management eval uat| on of audits, to ensure comphance W|th

Appendix D, Section | and I1
Prepare shipping manifeststo meet the reqw rements of subsectlons ( E)( 1) and (2) Seeﬂen—l—and—H

Forward a copy of the manifest to the intended recipient, at the time of shipment, or deliver the manifest to a
collector at the time the waste is collected, obtaining acknowledgment of receipt in the form of a signed
copy of the manifest or equivalent documentation from the collector;

No change.

No change.

For any shipment shipments or any portion of a shipment for which acknowledgment of receipt is has-net
been received within the times set-ferth in this Section seetion, conduct an investigation in accordance with

subsection (E)(3)(€) Seetien+HH-—€).

b. No change.

Vi.

Acknowledge receipt of the waste from the generator within 1 week of receipt, by returning asigned copy of

the manifest or equivalent documentation to the generator;

Prepare a new manifest to reflect consolidated shipments; the new manifest shall serve as alisting or index

for the detailed generator manifests. Copies of the generator manifests shall be a part of the new manifest.

The waste collector may prepare a new manifest without attaching the generator manifests, provided the

new manifest contains for each package the information specified in_subsection (E)(1) Seetion+. The collec-

tor licensee shall certify that nothing has been done to the waste that would invalidate the generator’s certifi-
cation;

No change.

No change.

No change.

For any shipments or any portion of a shipment for which acknowledgment of receipt is not received within
the times set forth in this Sectiseetion conduct an investigation in accordance with subsection (E)(3)(e)

Section-Hk{e)

c. No change.

No change.

Prepare a new manifest that meets the requirements in subsections (E)(1)e&b(2ppn+and-lIPrepa-
ration of the new manifest reflects that the processor is responsible for the waste;

Prepare all wastes so that the waste is classified according to Apperfsiection |-ef-Appendix-Dand
meets the waste characteristics requirements in Appen8ixcilon |l-ef-Appendix-D

iv. Label each package of waste to identify whether it is Class A waste, Class B waste, or Class C waste, in
accordance with Appendix D, Section 8eetiontand-H-of-Appenrdix-D

v. Conduct a quality control program, including manaqement evaluatlon of doditssure compliance with
Appendix D, SectionSeetionl and I1-6 ; i
audits

vi. Forward a copy of the new manifest to the disposal site generator or waste collector at the time of shipment,
or deliver_the manifegb a collector at the time the waste is collected, obtaining acknowledgment of receipt
in the form of a signed copy of the manifest or equivalent documentation by the collector;

vii. No change.

viii. No change.

ix. For any shipment or portion of a shipment for which acknowledgment of réseipt received within the
times set forth in this Section, conduct an investigation in accordance with subsection (Sxeti@)
HLe).

d. No change.
i. No change.
ii. No change.

June 23, 2000

Notify the shipper, that is, the generator, the collector, or processor, and the Agency when any shipment or
portion of a shipment has not arrived within 60 days after the date tred\thece manifest was received.
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e. Any shipment or portion of a shipment for which acknowledgment is not received within the times set forth in
this Section seetien shall be:
i. Investigated Beinvestigated by the shipper if the shipper has not received natification or receipt within 20
days after transfer; and
ii. Traced Betraeced and reported to the shipper. The investigation shall include tracing the shipment and filing
areport with the Agency. Each licensee who conducts a trace investigation shall file awritten report with the
Agency within 2 weeks of completion of the investigation.

R12-1-440. Compliance with Environmental and Health Protection Regulations

Nothing in R12-1-434, R12-1-435, R12-1-436, R12-1-437, R12-1-438, or R12-1-439 relieves the licensee from complying
with other applicable federal, state and local regulations governing any other toxic or hazardous properties of materials that
may be disposed of according pursuant to R12-1-434, R12-1-435, R12-1-436, R12-1-437, or R12-1-438 R12-1-439.

R12-1-441. Recor ds of Waste Disposal

A. Each licensee er+egistrant shall maintain records of the disposal of licensed er+egistered materials made according pursa-
ant to R12-1-435, R12-1-436, R12-1-437, R12-1-438, and disposal by burial in soil, including burials authorized before
February 25, 1985.

B. The Fhelicenseeorregistrant-shalretainthe records required by subsection (A) shall be maintained for 3 abeveforthree
years after the Agency terminates the applicable each-pertinent license or registration requiring-therecord.

Editor's Note: Regarding R12-1-441, the Radiation Regulatory Agency noted that a previous R12-1-419 permitted burial of
small quantities of licensed materials in soil before February 25, 1985, without specific Agency authorization.

R12-1-442. Agency Inspection of Shipments of Waste

Each shipment of waste to a disposal facility, licensed under R12-1-1302(D)(11), is subject to inspection by the Agency prior
to shipment or transportation. The waste shipper shall notify the Agency not less than 5 working days prior to the scheduled
shipment or transportation of waste to a efthe-irtentte-transpert-wasteto-the licensed tand disposal facility.

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

A. Ielepheﬂe-repeﬁs Each licensee or registrant shall report to the Agency by telephone as follows:

Immediately after it becomes known to the licensee that licensed radioactive material in an aggregate quantity equal
to or greater than 1,000 times the quantity specified in Appendix C is stolen, lost, or missing under circumstances that
indicate it-appears to the licensee that an exposure could result to individuals in unrestricted areas;

2. Within 30 days after it becomes known to the licensee that licensed radioactive material in an aggregate quantity

greater than 10 times the quantity specified identified in Appendix C is stolen, lost, or missing, and is still missing.

3. No Change.

B. Writtenreperts: Each licensee or registrant required to make a report according pursdant to subsection (A) abeve shall,
within 30 days after making the telephone report, make a written report to the Agency that contains setting-forth the fol-
lowing information:

1. A description of the licensed or registered source of radiation involved, including, for radioactive material, the kind,
guantity, and chemical and physical form; and, for radiation machines, the manufacturer, model, and serial number,
type, and maximum energy of radiation emitted;

No change.

A statement of disposition, or probable disposition, of the licensed or registered source of radiation rvelhved;

No change.

No change.

No change.

C. AfterSubsewenHeﬂllmg the written report, the licensee or registrant shall also report additional substantive information
on the loss or theft within 30 days after the licensee or registrant learns of the sueh information.

D. The licensee or registrant shall provide the names of |nd|V|duaIs Who may have received an exposure to radlatlon asa
r&ult of an |nC|dent as requwed in subsectlon (B) , FE-any

SUAWN

R12-1-444. Reports of Exposures, Radiation Levels, and Concentrations of Radioactive Material Exceeding the
Limits
A. Repertable-events: In addition to the notification required by R12-1-445, each licensee or registrant shall submit awritten
report within 30 days after learning of any of the following eecurrences:
1. Nochange.
2. Nochange.
a. Nochange.
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b. Nochange.
c. Thelimitsfor an embryo or fetus embryeffetus of a declared pregnant woman in R12-1-415;
d. Nochange.
e. Any applicable limit in the license or registration; ef
3. Nochange.

a. Nochange.

b. Anunrestricted areain excess of 10 times the applicable limit setferthin this Article 4 or in the license or regis-
tration, whether or not this involves an ivelving exposure of any individual to a dose in excess of the limitsin
R12-1-416; e

4. Radlatlon Ievels or concentratlons of radloactlve materlal in excess of the standards in Fer—l-leense%—wlajeet—te—the

CFR 190 1999 Edmon DUb|IShed Julv 1, 1999 by the Offlce of the Federal Remster Nanonal Archlves and Records
Administration, incorporated by reference and on file with the Agency and the Office of Secretary of State, if the lic-
ensee is subject to these federal standards, or there is a license condition referencing the 40 CFR 190 standards. Thi:

mcorDoratlon contams no future ed|t|0ns or 