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Agency: Department of Health and Human Services
Division of Health Service Regulation
Radiation Protection Section

Contact Persons Shanah Black, DHSR Rule-Making Coordinator: (919) 855-3811
Louis Brayboy, Radiation Protection Interim Section Chief: (919)814-2304
Denise Cloninger, Radiology Compliance Branch Manager: (919) 814-2330
Regina Kissinger, Healing Arts Health Physicist Supervisor: (919) 814-2335
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Impact Summary

Federal Government: No Impact
State Government: Minimal Benefit
Local Government: No Impact
Regulated Community: Minimal Benefit
Substantial Impact: No Impact

Rules without Changes

Rule Readoption:
10A NCAC 15 .0101 SCOPE
10A NCAC 15 .0102 COMPLIANCE WITH LAWS

Rules with Proposed Changes

Rule Readoption with Substantive Changes:

10A NCAC 15 .0103 DEFINITIONS

10A NCAC 15 .0104 INCORPORATION BY REFERENCE

10A NCAC 15 .0105 DESIGNATION OF AUTHORIZED REPRESENTATIVE OF THE AGENCY
10A NCAC 15 .0106 INSPECTIONS AND TESTS

10A NCAC 15 .0107 IMPOUNDING

10A NCAC 15 .0108 ENFORCEMENT

10A NCAC 15 .0109 RECORDS

10A NCAC 15.0110 PROHIBITED USES

10A NCAC 15 .0112 PETITIONING FOR RULE MAKING

10A NCAC 15 .0306 SPECIFIC LICENSES: SEALED SOURCES IN INDUSTRIAL RADIOGRAPHY

AND RADIATION SAFETY REQUIREMENTS FOR INDUSTRIAL
RADIOGRAPHIC OPERATIONS
10A NCAC 15 .0311 PACKAGING AND TRANSPORTATION OF RADIOACTIVE MATERIAL
10A NCAC 15 .0313 EXEMPTIONS AND CONTINUED REGULATORY AUTHORITY IN
AGREEMENT STATES AND IN OFFSHORE WATERS UNDER SECTION 274

Rule amendment:
10A NCAC 15 .1001 NOTICES, INSTRUCTIONS, AND REPORTS TO EMPLOYEES
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10A NCAC 15 .1601 STANDARDS FOR PROTECTION AGAINST RADIATION

Rules Proposed for Repeal

Rule Repeals Through Readoption: 10A NCAC 15 .0114; .0115; .0116; .0117; .0118; .0316; .0345; .0346
Rule Repeal: 10A NCAC 15 .0323

*See text in Appendix

Rulemaking Authority G.S. 104E-2, 104E-7; 104E-7(a); 104E-7(a)(2); 104E-10; 104E-10(b); 104E-7;
104E-11; 104E-12; 104E-12(a); 104E-14; 104E-15(a); 104E-24; 104E-25(5)(b);
150B-19(5)(b); 150-B-21.6
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Purpose

The rules in 10A NCAC 15 regulate the use of radioactive materials and radiation machines in the State of
North Carolina pursuant to G.S. 104E. Rules in Sections .0100, .1000, and .1600 of Chapter 15 apply to
all persons who acquire, possess, receive, transfer of use any source of radiation in the state. Rules in
Section .0300 of Chapter 15 regulate licensing of radioactive materials in the state.

Pursuant to G.S. 150B-21.3A, Periodic Review and Expiration of Existing Rules, all rules are reviewed at
least every 10 years, or they shall expire. As a result of the periodic review of the rules in Chapter 10A
NCAC 15, Fourteen rules, Rules 10A NCAC 15 .0101 - .0110, .0112, .0306, .0311 and .0313 were
determined to be “Necessary with Substantive Public Interest” and will be readopted with this rulemaking
action. Eight rules, Rules 10A NCAC 15 .0114 - .0118, .0316, .0345, and .0346 were determined to be
“Necessary with Substantive Public Interest” and will be readopted through repeals with this rulemaking
action.

Two Rules, 10A NCAC 15. 1001 and .1601, are being amended during this rulemaking to account for
changes being made during this rulemaking to the definitions Rule, 10A NCAC 15 .0103. Both of these
rules were readopted prior to this rulemaking.

One Rule, previously readopted, is being repealed during this rulemaking because it becomes redundant
after this rulemaking.

As mandated by G.S. 150B-19 (4) the agency may not adopt a rule that repeats the content of a law, a rule,
or a federal regulation. To comply with this mandate, the federal regulations in 21 CFR 1000, 21 CFR
1002, 21 CFR 1003, 21 CFR 1010 and 21 CFR 1020* are incorporated by reference, including subsequent
amendments and editions. The federal regulations are being incorporated by reference into Rules 10A
NCAC 15 .0104(a)(1) (A) - (V).

Introduction

The North Carolina Department of Health and Human Services (DHHS), Division of Health Service
Regulation (DHSR), Radiation Protection Section (RPS) regulates the use of use of radioactive materials
and radiation machines in the State of North Carolina (NC). As part of the readoption process, these
proposed readoptions reorganize the rules, resulting in a shift of rule titles and numbers for easier reading.
Subject area content was also reorganized for improved comprehension. Changes include clarification to
existing requirements to remove ambiguity, make technical corrections, and update terminology. Additions to
current rule language are to clarify existing requirements. The Radiation Protection Section intends the
proposed rules for readoption to maintain current safety requirements for radiation workers and NC
citizens.

With regard to the radioactive materials rules, Section 274 of the Atomic Energy Act of 1954, as amended,
authorized the United States Nuclear Regulatory Commission (USNRC) to enter into an agreement with
the states for the discontinuance of regulatory authority over some uses of radioactive materials and
delegation of that regulatory authority to the states. The USNRC kept regulatory authority over activities
such as nuclear power generation and common defense of the nation. North Carolina assumed
responsibility for regulating the use of radioactive materials from the USNRC in 1964 by signing the
“Agreement” and thus became what is known as an “Agreement State.” In accordance with the Agreement,
the USNRC assigns compatibility categories to different regulations.

Code of Federal Regulations: (CFR) (21 CFR) retrieved from: https://www.ecfr.gov/current/title-21/chapter-1/subchapter-J
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Scope of Analysis

The impacts estimated in this analysis are based on data obtained from the registration database maintained
for the Radiation Protection Section — Radiology Compliance Branch. This analysis includes the three
types of entities registered with the Radiation Protection Section— Radiology Compliance Branch.

1. State Government: This includes entities like state educational institutions, hospitals, law
enforcement agencies, and prisons.

2. Local Government: This includes educational institutions, county jails, county health
departments, and local law enforcement.

3. Regulated Community — Private Sector: Various industries, such as food and beverage
manufacturing and processing centers, fall under the private sector category. They employ
RGDs for specific applications related to their industries, such as quality control in
manufacturing processes.

Rule Changes and Anticipated Impacts
A description of each rule is provided below.

10A NCAC 15.0103 - DEFINTIONS

The proposed rule readoption renames the rule title from “Intentional Exposures” and relocates the
“Definitions” of the existing Rule 10A NCAC 0104 of Section .0100 to this Rule. The “Intentional Exposure”
requirement has been removed from this Section due to being redundant and Rule .1601 of Section .1600 of this
Chapter. The definitions being struck from the existing rule and that are not being readopted in this Rule, are now
incorporated by reference in Section .0300 and apply to the same regulated community. The remaining definitions
have been reorganized into paragraphs and subparagraphs providing clarity to the regulated community.
Additionally common rules for licensees and registrants are combined while rules specific to licensees and
registrants are now delineated.

e Paragraph (a) includes definitions common to licensees and registrants.

e Subparagraph (a)(5) is an added definition for the purpose of clarifying each month.

e Subparagraph (a)(6) has been renamed from existing Rule .0104(179) of this Section for the
purpose of clarification. “Year” renamed to “Calendar Year”.

e Subparagraph (a)(8) is an added definition to clarify the acronym “CFR” currently in 10A
NCAC 15.

e Subparagraph (a)(14) is an added definition for clarification purposes.

e Paragraph (b) is a new paragraph containing definitions specific to registrants and the
proposed rule changes are detailed below.

- The following definitions have been updated to correct and clarify existing rule
language. “Registrant” and “Registration”.

- The following definitions are used in existing rule language but were not previously defined.
These terms have been added to clarify existing rule language, update outdated terminology and
reflect current practices. “Clinical study”, “Consulting”, “Healing arts”, “Individual responsible
for radiation protection”, “Install or installation”, :”Licensed Practitioner”, “Registered”,
“Service”, and “Service provider”.

e Paragraph (c) is a new paragraph relocating “Other definitions” from existing Rule .0105 so
the definitions and the reference to other definitions will be in one Section.

e Paragraph (d) is a new paragraph containing definitions specific to licensees and the
proposed rule changes are detailed below.

The proposed changes are not expected to result in an economic impact. The agency does expect the proposed
changes to result in an unquantifiable reduction in the amount of time the regulated community and agency staff
spend determining the applicable rules to achieve compliance while maintaining safety for radiation workers and
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the states’ citizens. The amount of time saved will be negligible and will not represent a significant financial
benefit; however, it is noted here for completeness.

10A NCAC 15.0104 — INCORPORATION BY REFERENCE

The proposed rule readoption renames the rule title from “Definitions” and relocates “Incorporation by
Reference” of the existing Rule .0117 of this Section to this Rule. The “Incorporated by Reference” rules being
struck from the existing rule that are not being readopted in this Rule, are now incorporated by reference by the
rules in Sections .0200, .0300, and .0600 and apply to the same regulated community. There will be no change to
the requirements the regulated community must meet because of this proposed rule change.

Paragraph (a)(1) incorporates several Sections of 21 CFR Subchapter J, including subsequent
amendments and editions. This technical correction will provide clarity and increase comprehension
of the proposed rule change while maintaining current safety and performance standards.

Paragraph (a)(2) incorporates the Agreement between the United States Atomic Energy Commission
and the State of North Carolina. The Atomic Energy Commission is the forerunner to the USNRC.

Paragraph (b) informs licensees and registrants of the website addresses where copies of the federal
documents incorporated by reference in Paragraph (a) of this Rule can be obtained.

The changes are not expected to result in an economic impact. The regulatory requirements remain unchanged in
the proposed rule. The agency does expect the proposed changes to simplify and clarify this rule result in an
unguantifiable reduction in the amount of time the regulated community and agency staff spend determining the
applicable CFRs to achieve compliance. The amount of time saved will be negligible and will not represent a
significant financial benefit; however, it is noted here for completeness.

10A NCAC 15.0105 — DESIGNATION OF AUTHORIZED REPRESENTATIVE OF THE AGENCY
The proposed rule change renames the rule title from “Other Definitions” and relocates “Designation of
Authorized Representative of the Agency” of the existing Rule .0112 of this Section to this Rule.

e Paragraph (b) provides clarity when a public employee authorized by and designated by the
agency to conduct tests or surveys will be conducted with an authorized representative of the
agency.

The only change of note to this rule is administrative in nature that removes ambiguity and provides
clarification to the regulated community. This will not impact the regulated community,
stakeholders, or agency staff.

10A NCAC 15 .0106 — INSPECTIONS AND TESTS

The proposed rule change renames the rule title from “Exemptions”. The following two rules are relocated
and combined into this one rule. “Inspections” of the existing Rule .0107 and “Tests” of the existing Rule
.0116 of this Section.

e Paragraph (a) is relocated from existing Rule .0107, “Inspections”. The existing rules
language is updated to clarify when inspection will be performed, during hours of operation.
Additionally, this rule separates requirements into Subparagraphs for easier reading and to
improve comprehension.

e Paragraph (a)(1) is a proposed paragraph that adds rule language to clarify who from the
agency will do the inspection, what will be inspected, and the location(s) where inspections
are performed.

e Paragraph (a)(2) is a proposed paragraph that adds rules language to clarify what must be
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available to the agency. Additionally, a correction from existing language of these Rules to
Rules in this Chapter, clarifying records shall be maintain for agency review, not just the
records in this Section.

e Paragraph (b) is relocated from existing Rule .0116 of this Section.

The existing rule for both inspections and tests was combined because the tests in current rule are
performed during an inspection. Combining the two rules into one rule will result in easier reading
and better comprehension. There will be no change to the requirements the regulated community
must meet because of this proposed rule change. This will not impact the regulated community,
stakeholders, or agency staff.

10A NCAC 15.0107 - IMPOUNDING

The proposed rule change renames the rule title from “Inspections” and relocates “Impounding” of
the existing Rule .0109 of this Section to this Rule. There will be no change to the requirements the
regulated community must meet because of this proposed relocation of the rule. This will not impact
the regulated community, stakeholders, or agency staff.

10A NCAC 15.0108 - ENFORCEMENT
The proposed rule change renames the rule title from “Additional Requirements” to “Enforcement”. The
requirement in existing Rule .0108(a) has been removed because it is a redundant rule in Rule .0207.

The changes proposed in Rule .0108 add rule language of when persons are subject to administrative
penalties pursuant to G.S. 104E-24 of the North Carolina Radiation Protection Act. The agency does not
broaden the scope of regulation with the addition of the rule language but seeks to remove ambiguity by
clarifying the current provision of G.S 104E-24 for licensees, registrants, and stakeholders who must comply
with the rules of 10A NCAC 15. The proposed changes will provide additional clarity to the regulated
community which may result in incremental improvements to compliance. An improvement in compliance
would result in a cost reduction for persons subject to administrative penalties being accessed. Furthermore,
the agency expects additional clarity to result in opportunity savings for agency staff with anticipated
incremental improvements to compliance. The changes are difficult to quantify, but the agency does expect
a minimal benefit to the regulated community and agency.

10A NCAC 15 .0109 - RECORDS
The proposed rule change renames the rule title from “Impounding” and relocates “Records” of the existing
Rule .0115 of this Section to this Rule.

e  Paragraph (a) this proposed rule separates requirements into paragraphs and subparagraphs
for easier reading and to improve comprehension.

e  Subparagraph (a)(2) is a new Subparagraph that adds rule language for operator training.
Operator training is an existing requirement.

There will be no change to the requirements the regulated community must meet because of this
proposed rule change. The proposed changes will provide additional clarity to the regulated
community which may result in incremental improvements to compliance by maintaining required
records. This will not result in an economic impact to the regulated community, stakeholders, or
agency staff.

10ANCAC 15.0110 - PROHIBITED USES
The proposed rule change removes outdated technology, includes new technology, adds rule language to
remove ambiguity of existing requirements when radiation machines or sources of radiation are used for
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demonstration or training purposes.

Item (1) adds rule language to clarify prohibiting use of radiation machines or sources of radiation
when adequate shielding is not provided. Demonstration or training is used increasingly more in
areas where multiple persons are present.

Item (2) adds rule language to clarify that only dental hand-held radiation machines authorized for
use by the agency may be used.

There will be no change to the requirements the regulated community must meet because of this proposed
rule change. The agency does not expand the scope of regulation with the addition of the rule language but
seeks to clarify the requirements for registrants and stakeholders who must comply with dose limits of 10A
NCAC 15 .1601. The proposed changes will provide additional clarity to the regulated community for new
technology of handheld radiation machines, which may result in a reduction in the cost for a person who
may be unaware that only dental hand-held radiation machines authorized for use by the agency may be
used. The changes are difficult to quantify, but the agency does expect a minimal benefit to the regulated
community.

10ANCAC 15.0112 - PETITIONING FOR RULEMAKING

The proposed rule change renames the rule title from “Designation of Authorized Representative of the
Agency to “Petitioning for Rulemaking”. The previous language in Rule .0112 has been removed from the

Rule.

The changes made in Rule .0112 are administrative in nature and provide instructions for submitting
petitions for rulemaking to the agency. Rule .0112 instructs our licensees and registrants in the petitioning
for rulemaking process and follows the guidance for rulemaking petitions pursuant to G.S. 150B-20 of the
Administrative Procedure Act. The agency does not broaden the scope of regulation with the addition of
rule language but seeks to remove ambiguity by clarifying the petitioning for rulemaking process for persons
wishing to submit a petition for rule making for the adoption, amendment, or repeal of a Rules in 15A
NCAC 10. This Rule is explanatory in purpose, therefore, the agency expects no economic impact.

10A NCAC 15 .0306 Specific Licenses: Sealed Sources in Industrial Radiography and Radiation Safety
Requirements for Industrial Radiographic Operations

The Radiation Protection Commission is proposing to readopt this rule with substantive changes. The amended rule
removes the explanation of what a specific license and a general license are from the existing rule and is reorganized
into Paragraphs with subdivisions where appropriate to improve readability. The text in this Rule is identical to the
text in Rule .0323.

Paragraph (a) incorporates the regulations in 10 CFR 34 by reference, including subsequent amendments and
editions.

Paragraph (b) is an administrative addition to the Rule to clarify where applications for radioactive materials
licenses are sent, to specify in Rule the information required on the application form and provides a web
address where the application forms may be obtained. Paragraph (b) imposes no new requirements on
licensees, and the information the agency requires to be on a form is required to be in rule by G.S. 150B-18
(referencing G.S. 150B-2(8a): this addition “describes the procedure or practice requirements of an
agency.”). This administrative addition to the Rule is anticipated to have a negligible impact.

Paragraph (c) requires licensees to submit reports of leaking sealed sources to the agency and where those
reports should be sent.

Paragraph (d) requires licensees to report source disconnects and leak tests of industrial devices that indicate
that the protective guide inside the camera is failing to the agency. A source disconnect occurs when the
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connection between the guiding cable and the radioactive source fails. This is an emergency because the
source cannot be retracted into the shielded device if the connection fails. Industrial radiography devices are
shielded using depleted uranium. The presence of depleted uranium in a leak test indicates that there is a
contamination hazard to workers using that device and the device should be removed from service. Although
these reports are required by 10 CFR 34.101, they are not specifically spelled out in the federal regulation,
and this clarifies the reporting requirements.

e Paragraph (e) is administrative in nature and instructs the licensed community how to apply for exemptions
from the rules.

The regulations in 10 CFR 34 that are being incorporated by reference apply to the same regulated parties
currently subject to the requirements in Section .0300 of 10A NCAC Chapter 15 and are identical to the
requirements being struck from .0323. There will be no change to the requirements the regulated community
must meet because of this proposed rule change.

None of the proposed changes to Rule 10A NCAC 15 .0306 impose burdens on the regulated community that
are not already required by Rule .0323 of Chapter 15, or require any changes to the operations of federal,
state or local government. As stated earlier, the purpose of this rulemaking is to move the requirements of 10
CFR Part 34 so they are found between the requirements of 10 CFR Part 33 and Part 35, and to make it easier
and quicker for the licensed community to find these requirements. The amount of effort expended to locate
the Rule and the time saved will be negligible and will not represent a significant financial benefit; however,
it is noted here for completeness.

10A NCAC 15 .0311 Packaging and Transportation of Radioactive Material

The Radiation Protection Commission is proposing to readopt this rule with substantive changes. The proposed
rule removes the general license for luminous safety devices containing tritium or promethium-147 and is
reorganized into Paragraphs with subdivisions where appropriate to improve readability.

e Paragraph (a) incorporates 10 CFR 71 by reference, including subsequent amendments and additions as stated
in (a)(1) through (a)(41).

e Subparagraph (a)(1), (a)(3) through (a)(26), and (a)(29) through (a)(41) simply list the regulations
incorporated in Paragraph (a) without any changes.

e Subparagraphs (a)(2) and (a)(27) instructs licensees where to submit communications and reports to the state.

e Subparagraph (a)(28) states that only the NRC can issue certificates of compliance for transportation
packages, and delegates the state as the responsible party for reviewing quality assurance plans.

e Paragraph (b) is an administrative addition to the Rule to clarify how to apply for an exemption from the
Rule. There is no form, and only limited information is required to apply for an exemption. This
administrative addition to the Rule is anticipated to have a negligible impact.

e Paragraph (c) provides an address where copies of 10 CFR 71 can be obtained for no cost to our regulated
community.

None of the proposed changes to Rule 10A NCAC 15 .0311 will impose additional burdens on the regulated
community or require any changes to the operations of federal, state or local government. The regulatory
requirements remain unchanged in the proposed rule from those existing in Rules .0104, .0111, .0114, .0117, from
Section .0100 of Chapter 15 and .0344, from Section .0300 of Chapter 15. The only changes of note to this Rule
are administrative changes that will provide clarity to the regulated community thereby making compliance with
the rule easier. This should translate into less time spent by the regulated community on the license application
process as well as less time spent by regulatory staff providing technical assistance and reviewing license
applications. The amount of time saved will be negligible and will not represent a significant financial benefit;
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however, it is noted here for completeness.

10A NCAC 15 .0313 Exemptions and Continued Regulatory Authority in Agreement States and in Offshore
Waters under Section 274

The Radiation Protection Commission is proposing to readopt this rule with substantive changes. The proposed rule
removes General License for the possession of radioactive material.

e Paragraph () incorporates 10 CFR 150 by reference including subsequent amendments and editions as listed
in (a)(1) through (a)(8). All of the requirements of 10 CFR Part 150 are incorporated by reference in 10A
NCAC 15 .0117, and this Rule makes no changes to those requirements.

e Paragraph (a)(3) removes the term “foreign obligations” from the definitions in 10 CFR 150.3 where it
appears. The term "foreign obligations” falls under the regulatory resonsiblity of the NRC.

e Paragraph (a)(4) instructs that communications or reports required by the Rule be sent to the agency unless
otherwise instructed by the agency.

e Paragraph (b) gives the web address where copies of the regulations in 10 CFR 150 can be obtained free of
charge.

None of the proposed changes to Rule 10A NCAC 15 .0313 will impose additional burdens on the regulated
community or require any changes to the operations of federal, state or local government. The regulatory
requirements remain unchanged in the proposed rule from those existing in Rules .0111 and .0117 from Section
.0100 of Chapter 15. The only change of note to this Rule is an administrative change instructing licensees where
to get copies of Part 150 that will provide clarity to the regulated community thereby making compliance with the
rule easier. This should translate into less time spent by the regulated community on the license application process
as well as less time spent by regulatory staff providing technical assistance and reviewing license applications. The
amount of time saved will be negligible and will not represent a significant financial benefit; however, it is noted
here for completeness.

10A NCAC 15 .1001 Notices, Instructions, and Reports to Employees

The Radiation Protection Commission is proposing to amend this rule. The proposed rule amendment changes the
rule citation references for terms found in Parts (a)(3)(A) through (F) of this Rule to reflect changes made to Rule
.0103 of Section .0100 of Chapter 15 during this rulemaking. The agency expects no discernable fiscal impact due
to these Rule changes.

10A NCAC 15 .1601 Standards for Protection Against Radiation

The Radiation Protection Commission is proposing to amend this rule. The proposed rule amendment changes the
rule citation references for terms found in Parts (a)(3)(A) through (D) of this Rule to reflect changes made to Rule
.0103 of Section .0100 of Chapter 15 during this rulemaking. The agency expects no discernable fiscal impact due
to these Rule changes.

Summary

The proposed rule changes are largely for the purpose of updating the rules to clarify existing requirements,
to remove ambiguity, comply with federal regulations regarding incorporating by reference, perform
technical corrections, reorganize the rules for easier reading and comprehension, and update terminology.
None of the proposed changes will result in additional burdens to the regulated community, nor will they
result in changes to operations for local, state, or federal government.
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Appendix

10A NCAC 15 .0101 is proposed for readoption as follows:

CHAPTER 15 - RADIATION PROTECTION

SECTION .0100 - GENERAL PROVISIONS

10A NCAC 15 .0101 SCOPE

(a) Except as otherwise specifically provided these Rules apply to all persons who receive, possess, use, transfer, own or acquire any
source of radiation within the State of North Carolina.

(b) Nothing in these Rules shall apply to any person to the extent any person is subject to regulation by the United States Nuclear
Regulatory Commission.

(c) Regulation by the State of North Carolina of source material, byproduct material, and special nuclear material in quantities not
sufficient to form a critical mass is subject to the provisions of the "Agreement Between the United States Atomic Energy Commission
and the State of North Carolina for Discontinuance of Certain Commission Regulatory and Responsibility within the State Pursuant to
Section 274 of the Atomic Energy Act of 1954, as Amended™ under provisions of Public Law 86-373, as amended, and 10 CFR Part 150.

History Note:  Authority G.S. 104E-2; 104E-7,104E-10104E-7(a}{2); 104E-7; 104E-10; 104E-12(a);
Eff. February 1, 1980;
Transferred and Recodified from 10 NCAC 3G .2201 Eff. January 4, 1990;
Amended Eff. June 1, 1993;
Transferred and Recodified from 15A NCAC 11 .0101 Eff. February 1, 2045: 2015;
Readopted Eff. May 1, 2015.

10A NCAC 15 .0102 is proposed for readoption as follows:

10A NCAC 15 .0102 COMPLIANCE WITH LAWS

Nothing in these Rules shall relieve any person of responsibility for complying with other pertinent North Carolina laws and rules.

History Note: ~ Authority G.S. 104E-7;
Eff. February 1, 1980;
Transferred and Recodified from 10 NCAC 3G .2202 Eff. January 4, 1990;
Amended Eff. May 1, 1993;
Transferred and Recodified from 15A NCAC 11 .0102 Eff. February 1, 2015- 2015;
Readopted Eff. May 1, 2025.

10A NCAC 15 .0103 is proposed for readoption with substantive changes as follows:
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10A NCAC 15 .0103 INFENTHONALEXPOSURE DEFINITIONS

(&) As used in the Rules of this Chapter, persons registered with the agency pursuant to the rules in Section .0200 of this Chapter and

persons licensed under the rules in Sections .0300, .0900, .1200, and 1300 of this Chapter, the following definitions apply:
(1) "Act” means North Carolina Radiation Protection Act as defined in G.S. 104E-1.

(2) "Agency" means the North Carolina Department of Health and Human Services, Division of Health Service Regulation,

Radiation Protection Section.

(3) "Authorized representative” means an employee of the agency.

(4) "Annually" means either:

(A) at intervals not to exceed twelve (12) consecutive months; or

(B) once per year at the same time each year (completed during the same month each year over a period of multiple
years).
(5) “Calendar month” means January, February, March, April, May, June, July, August, September, October, November,

or December.

(6) “Calendar year” means the period of time between 12:00:00 am January 1 to 11:59:59 pm December 31.

(7) “Calibration” means the determination of the reading or response of an instrument to known radiation values over the

range of the instrument, or the strength of a source of radiation relative to a standard.
(8) “CFR” means Code of Federal Regulations.

(9) "Commission" has the meaning as defined in G.S. 104E-5(5), except as stated in Paragraph (c) of this Rule.

(10) "Department” has the meaning as defined in G.S. 104E-5(6) except as stated in Paragraph (c) of this Rule.

(11) "Exposure rate" means the exposure per unit of time, such as R/min and mR/h.
(12) "Human use" means the internal or external administration of radiation or radioactive materials to human beings.
(13) "Inspection” means an examination or observation by an authorized representative of the agency to determine

compliance with rules, orders, requirements, and conditions of the agency or the Commission.

(14) “Monthly” means once every calendar month.

(15) “Natural radioactivity" means radioactivity of naturally occurring nuclides.
(16) “Person” has the same meaning as defined in G.S. 104E-5(11).

an "Quarterly" means four time per calendar year, and:

(A) at intervals not to exceed 13 weeks; or

(B) once per month during the months of January, April, July, and October; or

(C) once per month during the months of February, May, August, and November; or

(D) once per month during the months of March, June, September, and December.

(18) "Radiation" except as otherwise defined in Section .1400 of this Chapter, has the meaning as defined in G.S. 104E-

5(12).
(19) "Radiation dose" means dose.
(20) "Semiannually" means twice per calendar year at six (6) month intervals.
(21) "SI unit" means a unit of measure from the International System of Units as established by the General Conference of

Weights and Measures.
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(22) "Source of radiation” means any radioactive material, or any device or equipment emitting or capable of producing

radiation.
(23) "State" means the State of North Carolina.
(24) "These Rules" means Chapter 11 of this Title.
(b) As used in the Rules of this Chapter, persons registered with the agency pursuant to the rules in Section .0200 of this Chapter, the

following definitions shall apply:

1 “Assembler” means any person engaged in the business of assembling, installing, or replacing one or more components

of a radiation machine, x-ray system, or subsystem. The term includes the owner of radiation machines, x-ray systems,

or subsystems and their employees or agent who assembles components of the machines, systems, or subsystems used

in a facility.

(2) “Clinical study” means human use of a radiation machine for research and development. The terms “clinical

e

investigation”, “clinical research”, “research”, and “study” also means “clinical study”.

(3) “Consulting” means providing professional technical advice on radiological matters by an expert registered with the

agency in accordance with Rule .0205 of this Section.

(4) “Facility” means the location at which one or more radiation machines or sources of radiation are installed or located

within one building, at one address or vehicle, and are under the same administrative control.

“Healing arts” means the art or science of diagnostic examination using a source of radiation in the diagnosis or treatment

of human or animal diseases.

(6) “Individual responsible for radiation protection” means a person who has the knowledge and responsibility to apply

appropriate radiation protection rules, for persons reqgistered with the agency in accordance with Section .0200 of this

Chapter, commensurate with the scope of the activities authorized by the registrant.

(7) “Install or installation” means the assembly, placement, initial calibration, operational testing, or other actions that allow

a radiation machine to be used in a new location or after being moved from one location to another.

(8) “Licensed practitioner’” means a person authorized to order diagnostic exams that use radiation machines for diagnosing

or treatment of human or animal diseases. The person shall be:

(A) a physician in accordance with Subparagraph (9) of this Rule; or

(B) licensed by the appropriate licensing board in North Carolina pursuant to G.S. Chapter 90 to provide
professional services in chiropractic, dentistry, podiatry, and veterinary medicine.
(9) “Physician” means a person licensed to practice medicine in North Carolina pursuant to G.S. Chapter 90, Article 1.
(10) “Radiation machine” has the same meaning as defined in G.S. 104E-5(13).
(11) “Registrant” means any person who is registered with the agency, after completing the registration process, in accordance
with Rule .0203 of this Chapter.
(12) “Registration” means the process of registration, with the agency, by completing and submitting agency forms in

accordance with Rules .0203 and .0205 of this Chapter.

(13) “Registered” means a facility or service provider that has completed the registration process in accordance with Rules

.0203 and .0205 of this Chapter and has been issued a Notice of Registration in accordance with Rule .0207 of this
Chapter.

(14) “Research and development" means:

(A) theoretical analysis, exploration, or experimentation; or
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(B) the extension of investigative findings and theories of a scientific or technical nature into practical application

for experimental and demonstration purposes, including the experimental production and testing of models,

devices, equipment, materials, and processes.

(15) “Service” means calibration, conversion, repair, routine maintenance, or other testing performed on a radiation machine,

X-ray system or subsystem, or source of radiation, other than those actions taken during installation.

(16) “Service Provider” means any person engaged in equipment services included in Rule .0205(d) of this Chapter.
(c) Definitions of certain other words and phrases as used in these Rules are set forth in Sections .0300, .0500, .0600, .0800, .1000, .1200,
.1300, .1400, .1600, and .1700 of this Chapter.

(d) To reconcile differences between the Rules of this Chapter and the incorporated sections of Federal requlations and to

effectuate their joint enforcement, the following words and phrases shall be substituted for the language of the Federal requlations:
(1) With the exception of 10 CFR 30.4 and in the definition of Special Nuclear Material, areference to ‘‘NRC’’ or

‘‘Commission’’ means the “Agency.

(2) A reference to ‘‘NRC or agreement state” means the “Agency or agreement state.

(3) In 10 CFR 40.4 and 70.4, in the definition of “Special Nuclear Material”, the sentence “and any other material which the

Commission, pursuant to the provisions of section 51 of the Act, determines to be special nuclear material”, remains
preserved as implemented by G.S. 104E-5.(16).

(4) In 10 CFR 30.18(d), 30.32(q), 31.5(b)(1)(ii), 31.5(c)(3)(ii), 31.5(c)(8)(i). 31.6, 31.7(a), 31.10(a), 1.10(b)(1), 31.12(c)(4).
32.13, 32.51(a), 32.51(c), 32.56, 32.59, 32.72(b)(5)(ii), 40.13(c)(10), 40.22(e), 40.25(b), 40.25(d)(3), 40.54, 40.55(c),
(©)(1), (d)(1)(ii), (d)(2) and (d)(3), where areference is made to “an Agreement State”, it means “an Agreement State
or the NRC”.

(5) In 10 CFR 31.6 where the words “any non-agreement state” or “offshore waters” are used, substitute the words “State
of North Carolina,”.

6 In 10 CFR 70.19(a)(1) and 70.19(c)(3), the term “Commission or the Atomic Energy Commission” remains
and does not mean the Agency or have the same definition shown in G.S. 104E-5(5). In 10 CFR 70.42(b)(1) the word

“Department” means the “U.S. Department of Energy”.

(7) "Written directive,” except as defined in Rule .0307 of this Chapter, means an order in writing for a specific patient or

human research subject dated and signed by an authorized user prior to the administration of radiation therapy through

the use of a licensed accelerator that contains the patient or human research subject's name and the following

information:

(A) total dose;

(B) dose per fraction;
(C) treatment site, and
(D) number of fractions.

History Note: Authority G.S. 104E-7; 104E-7(a); 10 CFR 20.1003;
Eff. February 1, 1980;
Transferred and Recodified from 10 NCAC 3G .2203 Eff. January 4, 1990;
Transferred and Recodified from 15A NCAC 11 .0103 Eff. February 1, 2045.2015;
Readopted Eff. May 1, 2025.
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10A NCAC 15 .0104 is proposed for readoption with substantive changes as follows:

10A NCAC 15.0104 BEFINITHONS INCORPORATION BY REFERENCE
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(a) For the purpose of the rules in this Chapter, the following rules, standards, and other requirements are hereby incorporated by reference

including any subseguent amendments and editions:
(1) The following parts of 21 CFR Subchapter J:
(A) Part 1000, “General.”
(B) Subpart A 1000.1, “General Provisions - General:”
© Subpart A 1000.3(a) through (j).(k).(1). and (n) through (t), “Definitions;”
(D) Subpart A 1000.15, “Examples of electronic products subject to the Radiation Control for Health and Safety
Act of 1968:”
(E) Part 1002, “Records and Reports;”
(F) Subpart A 1002.1(a) and (c)(4), “Applicability.”

(G) Subpart D 1002.31, “Preservation and inspection of records;”

(H) Part 1003, “Notification of Defects of Failures to Comply;”
(D Subpart A 1003.1, “Applicability;”

(J) Subpart A 1003.2, “Defect in an electronic product;”

(K) Subpart C 1003.21, “Notification by the manufacturer to affected persons;”

L) Part 1010, “Performance Standards for Electronic Products - General;”
(M) Subpart A 1010.1, “Scope;”

(N) Subpart A 1010.2(a).(b), and (d), “Certification;”

(©) Subpart A 1010.3, “Identification;”

(P) Subpart A 1010.4(a) and (d), “Variances:”

Q) Part 1020, “Performance Standards for Ionizing Radiation Emitting Products:”

28 of 45



(2)

6/26/24

(R) Section 1020.20. “Cold-cathode gas discharge tubes;”

(S) Section 1020.30, “Diagnostic x-ray systems and their main components;”
(T Section 1020.31, “Radiographic equipment;”
(V) Section 1020.32, “Fluoroscopic equipment;” and

(V) Section 1020.33, “Computed tomography (CT) equipment.”

"Agreement Between the United States Atomic Energy Commission and the State of North Carolina for Discontinuance

of Certain Commission Regulatory Authority and Responsibility within the State Pursuant to Section 274 of the Atomic
Energy Act of 1954, as Amended,"” signed July 21, 1964.

(b) The rules, standards and other requirements incorporated by reference in Paragraph (a) of this Rule are available free of charge at:

1)

https://www.ecfr.qgov/current/title-21/chapter-1/subchapter-J for Subparagraph (a)(1)(A) through (a)(1)(V) of this Rule,

(2)

and

https://www.nrc.gov/cdn/nmss/pdf/ncagreements.pdf for the agreement between the NRC and the State of North

History Note:

Carolina.

Authority G.S. 104E-7(a)(2); $0-CFR-20.1003:104E-15(a); 104E-25(b); 150B-19(5)(b); 150B-21.6;
Eff. February 1, 1980;

Amended Eff. November 1, 1989; June 1, 1989; October 1, 1984;

Transferred and Recodified from 10 NCAC 03G .2204 Eff. January 4, 1990;

Amended Eff. January 1, 1994; May 1, 1992;

Temporary Amendment Eff. August 20, 1994, for a Period of 180 Days or until the permanent rule becomes effective,

whichever is sooner;

Amended Eff. October 1, 2013; November 1, 2007; May 1, 2006; January 1, 2005; August 1, 2002; April 1, 1999;
August 1, 1998; May 1, 1995;

Transferred and Recodified from 15A NCAC 11 .0104 Eff. February 1, 2045: 2015;

Readopted Eff. May 1, 2025.

10A NCAC 15 .0105 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0105 OTHER—DERINITHONSDESIGNATION OF AUTHORIZED REPRESENTATIVE OF THE

AGENECY

(a) When an employee of the agency is qualified and is specifically designated by the agency, the employee shall be an authorized

representative of the agency to conduct inspections, tests, or surveys.

(b) When a public employee is determined by the agency to be gualified, the agency may designate the employee to conduct tests or

surveys with an authorized representative of the agency.

History Note:

Authority G.S. 104E-7;
Eff. February 1, 1980;
Amended Eff. June 1, 1989;
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Transferred and Recodified from 10 NCAC 03G .2205 Eff. January 4, 1990;
Amended Eff. October 1, 2013; May 1, 1993;

Transferred and Recodified from 15A NCAC 11 .0105 Eff. February 1, 2045:2015;
Readopted Eff. May 1, 2025.

10A NCAC 15 .0106 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0106 EXEMPTHONSINSPECTIONS AND TESTS

(a) Inspections. At all reasonable times during hours of operation, each licensee and registrant shall:

(1) allow authorized representatives of the ageny the opportunity to inspect any radiation machine or source of radiation

and the facility or premises where any radiation machine or source of radiation is used or stored; and

(2) make available to the agency for inspection, upon reasonable notice, records maintained pursuant to the Rules in this

Chapter.
(b) Tests. Each licensee and registrant shall perform upon instructions from the agency, or shall permit the agency to perform, such

reasonable tests as the agency deems appropriate or necessary of any:
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(1) radiation machine or source of radiation;

(2) facility wherein any radiation machine or source of radiation is used or stored;

(3) radiation detection and monitoring instruments; and

(4 other equipment and devices used in connection with utilization or storage of any radiation machine or source of
radiation.

History Note:  Authority G.S. 204E-2; 104E-7; 104E-15;104E-7(2); 104E-11(a);
Eff. February 1, 1980;
Transferred and Recodified from 10 NCAC 3G .2206 Eff. January 4, 1990;
Amended Eff. June 1, 1993;
Transferred and Recodified from 15A NCAC 11 .0106 Eff. February 1, 2045.:2015;
Readopted Eff. May 1, 2025.

10A NCAC 15 .0107 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0107 INSPRECHONS IMPOUNDING

Radiation machines and sources of radiation are subject to impounding by authorized representatives of the agency pursuant to the

provisions of the Act.

History Note:  Authority G.S. 104E-7-104E-11(a);104E-14;
Eff. February 1, 1980;

Amended Eff. November 1, 1989;

Transferred and Recodified from 10 NCAC 3G .2207 Eff. January 4, 1990;

Amended Eff. May 1, £993°1993;

Transferred and Recodified from 15A NCAC 11 .0107 Eff. February 1, 2045.2015;

Pursuant to G.S. 150B-21.3A, rule is necessary without substantive public interest Eff. June 22, 2049:2019;
Readopted Eff. May 1, 2025.

10A NCAC 15 .0108 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0108 ABDBIHONAL REQUREMENTS ENFORCEMENT
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Any person is subject to administrative penalties pursuant to provisions of the Act for the following:

(1) willful violation or failing to comply with provisions of this Chapter; or
(2) refusal of an inspection in accordance with .0106(a) of this Section or impounding in accordance Rule .0107 of this
Section.

History Note:  Authority G.S. 104E-2; 104E-7; 104E-18;104E-11; 104E-14;10-C.F-R—Chapter—1Commission—Netices—Policy
Eff. February 1, 1980;
Transferred and Recodified from 10 NCAC 3G .2208 Eff. January 4, 1990;
Amended Eff. June 1, 1993;
Transferred and Recodified from 15A NCAC 11 .0108 Eff. February 1, 2045:2015;
Readopted Eff. May 1, 2025.

10A NCAC 15 .0109 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0109 HMPOUNDING RECORDS

(a) Each registrant shall maintain records:

(1) showing the receipt, transfer, and disposal of all radiation machines and sources of radiation;
(2) documenting operator training; and
(3) additional record requirements specified elsewhere in the Rules of this Chapter.

(b) These records shall be available for agency review during inspection or upon agency request.

History Note: Authority G.S. 104E-7; 104E-14;104E-12(a);
Eff. February 1, 1980;
Transferred and Recodified from 10 NCAC 3G .2210 Eff. January 4, 1990;
Transferred and Recodified from 15A NCAC 11 .0109 Eff. February 1, 2045.2015;
Readopted Eff. May 1, 2025.

10A NCAC 15 .0110 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0110 PROHIBITED USES
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The agency prohibits the use of the following:

(1) Demonstration or training of radiation machines or sources of radiation without providing shielding to ensure exposure

to radiation does not exceed dose limits in Rule .1601(a) of this Section.

(2) Hand-held radiation machines used for diagnostic exams, ordered by a licensed practitioner as defined in Rule .0103(8)

of this Section in the diagnosing or treatment of human or animal diseases, except for dental hand-held equipment

authorized for use by the agency.

(3) Hand-held fluoroscopic screens;

(4 Shoe-fitting fluoroscopic devices;

(5) Dental fluoroscopy without image intensification; and
(4 Non-intensified photofluorographic equipment.

History Note:  Authority G.S. 104E-7; 104E-12(a);
Eff. February 1, 1980;
Amended Eff. June 1, 1989;
Transferred and Recodified from 10 NCAC 3G .2211 Eff. January 4, 1990;
Transferred and Recodified from 15A NCAC 11 .0110 Eff. February 1, 2045.2015;
Readopted Eff. May 1, 2025.

10A NCAC 15 .0112 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0112 BESIGNATHON-OF-AJTHORIZED-REPRESENTATIVE-OFTHE-AGENCGY PETITIONING FOR
RULEMAKING

(a) Except for petitions regarding the Rules in Section .1100 of this Chapter, any person wishing to submit a petition for rulemaking

requesting the adoption, amendment, or repeal of a Rule in this Chapter shall address the petition to the Radiation Protection Commission

care of the Radiation Protection Section and submit the petition to one of the addresses shown in Rule .0111(a) of this Chapter. A petition

for adoption, amendment, or repeal of a Rule in Section .1100 of this Chapter shall be addressed to the Department of Health and Human

Services care of the Radiation Protection Section and submitted to one of the addresses shown in Rule .0111(a) of this Chapter.

(b) Petitions to adopt a new Rule, or to amend or repeal an existing Rule shall contain the following information:

(1) the proposed text of the new Rule or the proposed text amending a Rule. If the petition is for the repeal of a Rule the

petitioner shall not be required to submit proposed Rule text;

(2) statutory authority supporting the new Rule, or amending or repealing a Rule;
(3) reason for the proposed rulemaking action;

(4 effect of the proposed rule change on existing rules;

(5) effect of the proposed rule change on existing practices;

(6) information supporting the proposed rulemaking;
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(7) effect of the proposed rule change on the regulated community and the public; and

(8) name and contact information of the petitioner.

(c) The agency shall determine if the petitioned rule change is authorized under G.S. 104E. The agency shall maintain a record of this

review.

(d) Petitions failing to contain the information required by Subparagraphs (b)(1) through (b)(7) of this Rule and petitions for rulemaking

activities that are not authorized by G.S. 104E as determined by the agency under Paragraph (c) of this Rule shall be denied and the petitioner

shall be notified by the agency of this decision and the reason for this decision if the information required by Subparagraph (b)(8) of this Rule

is provided in the petition. Denial of a petition for failing to contain the information required by Paragraph (b) of this Rule shall not preclude

resubmitting a corrected petition.

(e) Except for petitions denied in accordance with Paragraph (d) of this Rule, the agency shall send the petition to the Department of Health

and Human Services (department). The department shall provide copies of the documents required by G.S 150B-20(a) to the Office of

Administrative Hearings.

(f) _Except for petitions denied in accordance with Paragraph (d) of this Rule and petitions for changes to the Rules in Section .1100 of this

Chapter, the agency shall submit the rulemaking petition to the Radiation Protection Commission (commission). The agency may include

written recommendations to the commission endorsing or not endorsing the petition for rulemaking when it submits the petition to the

commission.

(q) The commission shall grant or deny a rulemaking petition within the time requirements of G.S. 150B20.(b). The commission shall grant

or deny a rulemaking petition based on the requirements of G.S. 104E-7(a). The petitioner shall be notified in writing of this decision and the

reason for this decision if the information required by Subparagraph (b)(8) of this Rule is provided in the petition. If the commission grants

the rulemaking petition the commission shall initiate rulemaking proceedings.

(h) Except for petitions denied in accordance with Paragraph (d) of this Rule, the agency shall submit petitions for changes to the Rules in

Section .1100 of this Chapter to the department. The agency may include written recommendations to the department endorsing or not

endorsing the petition for rulemaking when it submits the petition to the department.

(i) _The department shall grant or deny a rulemaking petition regarding the Rules in Section .1100 of this Chapter within the time requirements

of G.S. 150B-20.(b). The department shall grant or deny a rulemaking petition regarding the Rules in Section .1100 of this Chapter based on

the requirements of G.S. 104E-19. The petitioner shall be notified in writing of this decision and the reason for this decision if the information

required by Subparagraph (b)(8) of this Rule is provided in the petition. If the department grants the rulemaking petition the department shall

initiate rulemaking proceedings.

(i)_Failure of the commission or the department to grant or deny a rulemaking petition within the time limit set in this Rule is a denial of the

petition for rulemaking.

(k) Denial of a rulemaking petition is a final agency action and is subject to judicial review as specified by G.S. 150B-20.(d).

History Note: ~ Authority G.S. 104E-7; 104E-15;
Eff. February 1, 1980;
Amended Eff. November 1, 1989;
Transferred and Recodified from 10 NCAC 3G .2213 Eff. January 4, 1990;
Transferred and Recodified from 15A NCAC 11 .0112 Eff. February 1, 2015;
Pursuant to G.S. 150B-21.3A, rule is necessary without substantive public interest Eff. June 22, 2049.2019;
Readopted Eff. May 1, 2025.
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10A NCAC 15.0114 - .0116 are proposed for readoption as a repeal as follows:

10A NCAC 15.0114 TESTS FOR SPECIAL FORM
10A NCAC 15.0115 RECORDS
10A NCAC 15 .0116 TESTS

History Note:  Authority G.S. 104E-7; 104E-7(2); 104E-11(a); 104E-12(a); 104E-15;
Eff. February 1, 1980;
Amended Eff. November 1, 1989;
Transferred and Recodified from 10 NCAC 3G .2215 - 2217 Eff. January 4, 1990;
Amended Eff. May 1, 1993;
Transferred and Recodified from 15A NCAC 11 .0114 - .0116 Eff. February 1, 2045.2015;
Repealed Eff. May 1, 2025.

10A NCAC 15 .0117 is proposed for readoption as a repeal as follows:

10A NCAC 15 .0117 INCORPORATION BY REFERENCE

History Note:  Authority G.S. 104E-7; 104E-15(a); 104E-25(b); 150B-19(5)(b); 150B-21.6;
Eff. June 1, 1993;
Temporary Amendment Eff. August 20, 1994, for a period of 180 days or until the permanent rule becomes effective,
whichever is sooner;
Amended Eff. October 1, 2013; November 1, 2007; August 1, 2002; April 1, 1999; August 1, 1998; May 1, 1995;
Transferred and Recodified from 15A NCAC 11 .0117 Eff. February 1, 20352015;
Repealed Eff. May 1, 2025.

10A NCAC 15 .0118 is proposed for readoption as a repeal as follows:

10A NCAC 15 .0118 OPTIONAL EARLY COMPLIANCE WITH SECTION .1600

History Note:  Authority G.S. 104E-7(a)(2); 104E-12(a);
Eff. May 1, 1993;
Transferred and Recodified from 15A NCAC 11 .0118 Eff. February 1, 20615 2015;
Repealed Eff. May 1, 2025.

10A NCAC 15 .0306 is proposed for readoption with substantive changes as follows:
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10A NCAC 15 .0306 FYRES OF LICENSES- GENERAL-AND-SPECHIC SPECIFIC LICENSES: SEALED SOURCES IN
INDUSTRIAL RADIOGRAPHY AND RADIATION SAFETY REQUIREMENTS FOR INDUSTRIAL
RADIOGRAPHIC OPERATIONS

(a) Persons conducting industrial radiography using radioactive materials shall comply with the requirements of 10 CFR 34, which are

hereby incorporated by reference including subsequent amendments and editions, except for: 10 CFR 34.5, 34.8, 34.121, and 34.123.
Copies of these regulations are available free of charge at https://www.nrc.gov/reading-rm/doc-collections/cfr/part034/.
(b) Applications required by 10 CFR 34 shall be made on forms provided by the agency. Applications and supporting material shall be
submitted to the agency by e-mail at Licensing.RAM@dhhs.nc.gov, or at the address shown in Rule .0111 of this Chapter in lieu of the
NRC:

D Persons applying for new radioactive materials licenses, or for the renewal of existing radioactive materials licenses,

shall submit an Application for Radioactive Materials License. The following information shall appear on the

application:
(A) legal business name and mailing address;
(B) physical address(es) where radioactive material shall be used or possessed. The application shall indicate if

radioactive materials shall be used at temporary jobsites;

© the name, telephone number, and e-mail address of the Radiation Safety Officer;

(D) the name, telephone number, and e-mail address of the individual to be contacted about the application. If this
individual is same as the Radiation Safety Officer, the application may so state;

(E) the application shall indicate if the application is for a new license, or for the renewal of an existing license, by
marking the corresponding check box;

(F if the application is for the renewal of an existing license, the license number shall be provided on the
application;

(G) applicants shall indicate the type and category of license as shown on the form by marking the corresponding
check box; and

H) the printed name, title, and signature of the certifying official. The certifying official shall be an individual
employed by the business or licensee, who is authorized by the licensee to sign license applications on behalf
of the business or licensee.

2 Persons applying for an amendment to an existing license shall submit an Application for Amendment of Radioactive
Materials and Accelerator Licenses. The following information shall appear on the application:

(A) the license number;

(B) amendment number of the current license;

© expiration date of the license;

(D) licensee name as it currently appears on the license;

(E) the name, telephone number, and e-mail address of the Radiation Safety Officer;
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(F the name, telephone number, and e-mail address of the individual to be contacted about the application. If this
individual is same as the Radiation Safety Officer, item 5b on the application may be left blank;

(G) applicants shall provide a description of the action requested by marking the corresponding checkbox in item
6a. If the check box next to "Other" is marked in item 6a, provide a brief description of the action requested in
the space provided in item 6b;

H) explanation of the action requested; and

)] the printed name, title, and signature of the certifying official. The certifying official shall be an individual
employed by the business or licensee who is authorized by the licensee to sign license applications on behalf
of the business or licensee.

3) Applications specified in this Rule are available at: www.ncradiation.net/rms/rmsforms2.htm(Rev01).htm
(c) Reports of leaking sealed sources required by 10 CFR 34.27 shall be made to the agency at the address shown in Rule 8411 .0111(a)
of this Chapter in lieu of the NRC.
(d) Notifications required by 10 CFR 34.101, including notifications of source disconnects, shall be made to the agency at the address
shown in Rule -6421 .0111(a) of this Chapter in lieu of the NRC. In addition to the information required by 10 CFR 34.101(b), notifications
of devices with failed or worn through S-tubes shall contain the serial number and storage location of the device, whether the device has
been disposed of or returned to the manufacturer, and whether personnel contamination occurred.
(e) Requests for exemption under 10 CFR 34.111 shall be made to the agency as specified in Paragraph (b) of this Rule.

History Note:  Authority G.S. 104E-7; 104E-10(b);
Eff. February 1, 1980;
Amended Eff. January 1, 2005;
Transferred and Recodified from 15A NCAC 11 .0306 Eff. February 1, 2045: 2015;
Readopted Eff. May 1, 2025.

10A NCAC 15 .0311 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0311 GENERALHICENSES EUMINOUS SAFETY-DEVACES PACKAGING AND TRANSPORTATION
OF RADIOACTIVE MATERIAL
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(a) All persons packaging, preparing for transport, or transporting radioactive materials shall comply with the provisions of 10 CFR 71,

which are hereby incorporated by reference including subsequent amendments and editions, as follows;
(1) 10 CFR 71.0, “Purpose and scope:”

(2) 10 CFR 71.1, “Communications and records;” except that communications, notices, and reports required by this Rule

shall be sent to the addresses shown in Rule .0111 of this Chapter unless directed otherwise by the agency, in lieu of the

NRC;
(4 10 CFR 71.3, “Requirement for license;”
(5) 10 CFR 71.4, “Definitions;”
(6) 10 CFR 71.5, “Transportation of licensed material;”
(N 10 CFR 71.7(a), “Completeness and accuracy of information;”

(8) 10 CFR 71.8, “Deliberate misconduct;”

(9) 10 CFR 71.12, “Specific exemptions;”

(10) 10 CFR 71.13, “Exemption of Physicians;”

(11) 10 CFR 71.14(a), “Exemption for low-level materials;”

(12) 10 CFR 71.15, “Exemption from classification as fissile material;”

(13) 10 CFR 71.17, “General license: NRC-approved package;”

(14) 10 CFR 71.21, “General license: Use of foreign approved package:”
(15) 10 CFR 71.22. “General license: Fissile material;”

(16) 10 CFR 71.23, “General license: Plutonium-beryllium special form material;”
(17) 10 CFR 71.47, “External radiation standards for all packages;”

(18) 10 CFR 71.81, “Applicability of operating controls and procedures;”

(19) 10 CFR 71.83, “Assumptions as to unknown properties;”
(20) 10 CFR 71.85(d), “Preliminary determinations;”

(21) 10 CFR 71.87, “Routine determinations;”

(22) 10 CFR 71.88, “Air transport of plutonium;”

(23) 10 CFR 71.89, “Opening instructions;”

(24) 10 CFR 71.91(a), (c) through (d), “Records;”

(25) 10 CFR 71.93. “Inspection and tests:”

(26) 10 CFR 71.95, “Reports;”

(27) 10 CFR 71.97, “Advance notification of shipment of irradiated reactor fuel and nuclear waste.” Advanced notifications

required by this Subparagraph shall be made to the Governor's designee in lieu of the NRC as follows:

(A) designee: N.C. Highway Patrol Headquarters, Operations Officer;
(B) mailing address: P.O. Box 27687, Raleigh, North Carolina 27611-7687;
(C) telephone: (919) 733-4030 from 8 a.m. to 5 p.m. Monday through Friday except State holidays, and (919) 733-3861

at all other times.
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10 CFR 71.101(a) through (c)(1). (). (g). “Quality assurance requirements.” The quality assurance plan required by 10

(29)

CFR 71.101(c)(1) shall be submitted to the agency for review and approval in lieu of the NRC;

10 CFR 71.103, “Quality assurance organization,” except that certificates of compliance shall be issued by the NRC in

(30)

lieu of the agency;

10 CFR 71.105, “Quality assurance program;”

(31)

10 CFR 71.106, Changes to quality assurance program;”

(32)

10 CFR 71.127, “Handling, storage, and shipping control;”

(33)

10 CFR 71.129, “Inspection, test, and operating status;”

34
(35)

10 CFR 71.131, “Nonconforming materials, parts, or components;”

10 CFR 71.133, “Corrective action;”

(36)

10 CFR 71.135, “Quality assurance records;”

(37)

10 CFR 71.137, “Audits;”

(38)

Appendix A to 10 CFR 71, “Determination of A; and Az;”

(39)

Table A-1 of Appendix A to 10 CFR 71, “A; and A, Values for Radionuclides:”

40

(41)

Table A-2 of Appendix A to 10 CFR 71, “Exempt Material Activity Concentrations and Exempt Consignment Activit
Limits for Radionuclides,” and

Table A-3 of Appendix A to 10 CFR 71, “General Values for A; and A,.”

(b) Requests for a specific exemption from this Rule as permitted by 10 CFR 71.12 shall be made on the licensee's business letterhead.

Requests for exemptions from the requirements of this Rule shall be made to the agency at the addresses shown in Rule .0111(a) of this

Chapter in lieu of the NRC or as otherwise instructed by the agency. To request an exemption, the following information shall be submitted

to the agency:

(1)

licensee name;

(2)

license number;

(3)

name of the individual requesting the exemption;

(4)

contact information for the individual requesting the exemption;

(%)

a description of the exemption being requested; and

(6)

an explanation describing why the exemption is necessary.

(c) Copies of these requlations are available free of charge at https://www.nrc.gov/reading-rm/doc-collections/cfr/part071/.

History Note:

Authority G.S. 104E-7; 104E-10(b);

Eff. February 1, 1980;

Amended Eff. January 1, 1994;

Transferred and Recodified from 15A NCAC 11 .0311 Eff. February 1, 20145- 2015;
Readopted Eff. May 1, 2025.

10A NCAC 15 .0313 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0313 OWNERSHIRP-OF RABIOACTIVEMATERIAL EXEMPTIONS AND CONTINUED REGULATORY

AUTHORITY IN AGREEMENTSTATES AND IN OFFSHORE WATERS UNDER SECTION 274
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(a) All persons using byproduct material, source material, or special nuclear material shall comply with the provisions of 10 CFR 150,

which are hereby incorporated by reference including subsequent amendments and editions, as follows:
(1) 10 CFR 150.1, “Purpose;”
(2) 10 CFR 150.2, “Scope;”
3) 10 CFR 150.3, “Definitions,” except that the term “foreign obligations” shall not apply;

(4) 10 CFR 150.4, “Communications,” except that questions about this Rule and communications and reports required by

this Rule shall be sent to the address shown in Rule .0111(a) of this Chapter unless directed otherwise by the agency, in
lieu of the NRC;
(5) 10 CFR 150.11, “Critical Mass;”

(6) 10 CFR 150.20, “Recognition of Agreement State licenses;”
(7) 10 CFR 150.31, “Requirements for Agreement State regulation of byproduct material,” and
(8) 10 CFR 150.32, “Funds for reclamation or maintenance of byproduct material;”

(b) Copies of these requlations are available free of charge at https://www.nrc.qov/reading-rm/doc-collections/cfr/part150/.

History Note: Authority G.S. 104E-7; 104E-10(b);
Eff. February 1, 1980;
Transferred and Recodified from 15A NCAC 11 .0313 Eff. February 1, 20615 2015;
Readopted Eff. May 1, 2025.

10A NCAC 15 .0316 is proposed for readoption as a repeal as follows:

10A NCAC 15 .0316 GENERAL LICENSES: TRANSPORTATION

History Note: Authority G.S. 20-167.1; 104E-7; 104E-10(b); 104E-15(a);
Eff. February 1, 1980;
Amended Eff. January 1, 1994; May 1, 1992; October 1, 1982;
Transferred and Recodified from 15A NCAC 11 .0316 Eff. February 1, 2015;
Amended Eff. March 1, 2017 2017;
Repealed Eff. May 1, 2025.

10A NCAC 15 .0323 is proposed for repeal as follows:

10A NCAC 15 .0323 SPECIFIC LICENSES: SEALED SOURCES IN INDUSTRIAL RADIOGRAPHY AND RADIATION
SAFETY REQUIREMENTS FOR INDUSTRIAL RADIOGRAPHIC OPERATIONS

History Note: ~ Authority G.S. 104E-7; 104E-10(b);
Eff. February 1, 1980;
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Amended Eff. April 1, 1999; June 1, 1989;

Transferred and Recodified from 15A NCAC 11 .0323 Eff. February 1, 2015;
Readopted Eff. May 1, 2023 2023;

Repealed Eff. May 1, 2025.

10 NCAC 15 .0345 and .0346 are proposed for readoption as a repeal as follows:

10A NCAC 15.0345 RECIPROCAL RECOGNITION OF LICENSES
10A NCAC 15.0346 PREPARATION OF RADIOACTIVE MATERIAL FOR TRANSPORT

History Note:  Authority G.S. 104E-7; 104E-10(b); 104E-15(a);
Eff. February 1, 1980;
Amended Eff. June 1, 1993; May 1, 1993; November 1, 1989; October 1, 1982;
Transferred and Recodified from 15A NCAC 11 .0345, .0346 Eff. February 1, 20645- 2015;
Repealed Eff. May 1, 2025.

Rule 10A NCAC 15 .1001 is proposed for amendment as follows

SECTION .1000 - NOTICES: INSTRUCTIONS: REPORTS AND INSPECTIONS

Codifier's Note: 10A NCAC 03G .3100 was transferred to 15A NCAC 11 .1000 effective January 4, 1990.
Recodification pursuant to G.S. 143B-279.3.

10A NCAC 15 .1001 NOTICES, INSTRUCTIONS, AND REPORTS TO EMPLOYEES

(a) Persons registered with the agency pursuant to the rules in Section .0200 of this Chapter and persons licensed under the rules in Sections
.0300, .0900, .1200, and .1300 of this Chapter shall comply with the provisions of 10 CFR 19 as follows, which are hereby incorporated

by reference including subsequent amendments and editions, except that references to and requirements for 10 CFR 2, 50, 52, 54, 60, 63,

72, and 76 shall not apply:
Q) 10 CFR 19.1, "Purpose;"
2 10 CFR 19.2, "Scope;"

3) 10 CFR 19.3, "Definitions," except that the definition of "regulated activities" and "regulated entities" shall not apply.

For persons registered with the agency pursuant to the rules in Section .0200 of this Chapter, the following terms used

in 10 CFR 19 shall have the following substitutions:

(A) "license" shall have the same meaning as "registration™ as defined in Rule -0104(2131) .0103(b) of this Chapter;

(B) "licensed" means “registered” as defined in Rule -63084{131}) .0103(b) of this Chapter;

© "licensee™ shall have the same meaning as "registrant™ as defined in Rule -8104(130) .0103(b) of this Chapter;
(D) "materials" shall have the same meaning as "radiation machine" as defined in Rule -0304(122} .0103(b) of this

Chapter;
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(E) "NRC-licensed" means “registered”’; and

(P "radioactive material" shall have the same meaning as "radiation machine" as defined in Rule -0104(122)
.0103(b) of this Chapter.

10 CFR 19.5, "Communications," except that licensees and registrants shall address communications and reports to the

agency as instructed by Rule .0111 of this Chapter in lieu of the NRC;

10 CFR 19.11, "Posting of notices to workers," except that 19.11(b) and (e) shall not apply;

(A) NRC Form 3 shall not be used in lieu of the Notice to Employees issued by the agency, except as authorized
by the agency in writing;

(B) licensees and registrants shall not post other notices, postings, notes, or other materials over the Notice to
Employees, nor shall equipment be placed in such a manner that the Notice to Employees is obscured or hidden
by that equipment; and

© additional copies of the Notice to Employees may be obtained free of charge from the agency by contacting
the agency at the addresses shown in Rule .0111(a) of this Chapter in lieu of the NRC, or online at
https://radiation.ncdhhs.gov/;

10 CFR 19.12, "Instructions to workers;"

10 CFR 19.13, "Notifications and reports to individuals;"

10 CFR 19.14, "Presence of representatives of licensees and regulated entities, and workers during inspections,™ except

that 19.14(a) shall not apply;

10 CFR 19.15, "Consultation with workers during inspections;"

10 CFR 19.16, "Requests by workers for inspections." Requests for inspections shall be mailed or delivered to the

agency as instructed by Rule .0111(a) of this Chapter in lieu of the NRC;

10 CFR 19.17, "Inspections not warranted; informal review." Communications regarding the agency's decisions with

respect to a request for inspection submitted to the agency under Subparagraph (a)(10) shall be mailed or delivered to

the agency as instructed by Rule .0111(a) of this Chapter in lieu of the NRC;

10 CFR 19.18, "Sequestration of witnesses and exclusion of counsel in interviews conducted under subpoena;"

10 CFR 19.20, "Employee protection;"

10 CFR 19.31, "Application for exemptions," except that the request for exemption shall be made on the licensee's or

registrant's business letterhead. Requests for exemptions from the requirements of this Rule shall be made to the agency

at the addresses shown in Rule .0111(a) of this Chapter in lieu of the NRC or as otherwise instructed by the agency. To

request an exemption, the following information shall be submitted to the agency:

(A) licensee or registrant name;
(B) license or registration number;
© name of the individual requesting the exemption;

(D) contact information for the individual requesting the exemption;
(E) a description of the exemption being requested; and

(P an explanation describing why the exemption is necessary.

(b) Notwithstanding Subparagraph (a)(5) of this Rule, registrants temporarily working in North Carolina and licensees working in North

Carolina under reciprocity may post the Notice to Employees, NRC Form 3, or an equivalent form issued under the authority of the

regulatory agency issuing the registration or license.

(c) Copies of these regulations are available free of charge at https://www.nrc.gov/reading-rm/doc-collections/cfr/part019/.
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History Note:  Authority G.S. 104E-7; 104E-12;
Eff. February 1, 1980;
Amended Eff. May 1, 1993; June 1, 1989;
Transferred and Recodified from 15A NCAC 11 .1001 Eff. February 1, 2015;
Pursuant to G.S. 150B-21.3A, rule is necessary without substantive public interest Eff. June 22, 2019;
Amended Eff. October 1, 2023.

10A NCAC 15 .1601 is proposed for amendment as follows:

SECTION .1600 - STANDARDS FOR PROTECTION AGAINST RADIATION

10A NCAC 15 .1601 STANDARDS FOR PROTECTION AGAINST RADIATION
(a) Persons registered with the agency pursuant to the rules in Section .0200 of this Chapter and persons licensed pursuant to the rules in
Section .0300, .0900, .1200, or .1300 of this Chapter shall comply with the provisions of 10 CFR 20 as follows, which are hereby
incorporated by reference including subsequent amendments and editions, except references to and requirements for 10 CFR 50, 52, 60,
63, 72, 73, and 76 shall not apply:
1) 20.1001, "Purpose," except that non-ionizing radiation from radiation machines registered in accordance with the rules
in Section .0200 of this Chapter shall also be regulated by this Rule;
2) 20.1002, "Scope;"
©)) 20.1003, "Definitions," except that for persons registered with the agency pursuant to the rules in Section .0200 of this
Chapter, the following terms used in 10 CFR 20 shall have the following substitutions:
(A) "license" shall have the same meaning as "registration" as defined in Rule -0404(131) .0103(b) of this Chapter;

(B) "licensed" meansregistered-pursuant-to-the-rules-in-Section-0200 shall have the same meaning as “registered”
as defined in Rule .0103(b) of this Chapter;

(© "licensed material" shall have the same meaning as "radiation machine" as defined in Rule -8204(122} .0103(b)
of this Chapter, and
(D) "licensee™ shall have the same meaning as "registrant” as defined in Rule -6404{130)} .0103(b) of this Chapter;

4) 20.1004, "Units of radiation dose;"

(5) 20.1005, "Units of radioactivity;"

(6) 20.1007, "Communications," except that licensees and registrants shall address communications regarding these rules,
notifications, and reports to the agency as instructed by Rule .0111 of this Chapter in lieu of the NRC;

@) 20.1101, "Radiation protection programs;"

8) 20.1201, "Occupational dose limits for adults;"

9 20.1202, "Compliance with requirements for summation of external and internal doses;"

(10) 20.1203, "Determination of external dose from airborne radioactive material;"

(12) 20.1204, "Determination of internal exposure;"

(12) 20.1206, "Planned special exposures;"

(13) 20.1207, "Occupational dose limits for minors;"

(14) 20.1208, "Dose equivalent to an embryo/fetus;"
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20.1301, "Dose limits for individual members of the public;"

20.1302, "Compliance with dose limits for individual members of the public;"
20.1401, "General provisions and scope;"

20.1402, "Radiological criteria for unrestricted use;"

20.1403, "Criteria for license termination under restricted conditions;"

20.1404, "Alternate criteria for license termination;"

20.1405, "Public notification and public participation," except the agency shall not publish a notice in the
Register;

20.1406, "Minimization of contamination," except that 20.1406(b) shall not apply;
20.1501, "General;"

20.1502, "Conditions requiring individual monitoring of external and internal occupational dose;"
20.1601, "Control of access to high radiation areas;"

20.1602, "Control of access to very high radiation areas;"

20.1701, "Use of process or other engineering controls;"

20.1702, "Use of other controls;"

20.1703, "Use of individual respiratory protection equipment;”

20.1704, "Further restrictions on the use of respiratory equipment;"

20.1705, "Application for use of higher assigned protection factors;"

20.1801, "Security of stored material;"

20.1802, "Control of material not in storage;"

20.1901, "Caution signs;"

20.1902, "Posting requirements;"

20.1903, "Exceptions to posting requirements;"

20.1904, "Labeling containers;"

20.1905, "Exemptions to labeling requirements,” except that 20.1905(g) shall not apply;
20.1906, "Procedures for receiving and opening packages;"

20.2001, "General requirements;"

20.2002, "Method for obtaining approval of proposed disposal procedures;"
20.2003, "Disposal by release to sanitary sewerage;"

20.2004, "Treatment or disposal by incineration;"

20.2005, "Disposal of specific wastes;"

20.2006, "Transfer for disposal and manifests;"

20.2007, "Compliance with environmental and health protection regulations;"
20.2008, "Disposal of certain byproduct material;"

20.2101, "General provisions;"

20.2102, "Records of radiation protection programs;"

20.2103, "Records of surveys;"

20.2104, "Determination of prior occupational dose;"

20.2105, "Records of planned special exposures;"

20.2106, "Records of individual monitoring results;"
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20.2107, "Records of dose to individual members of the public;"

20.2108, "Records of waste disposal;"

20.2110, "Form of records;"

20.2201, "Reports of theft or loss of material." Persons registered with the agency pursuant to the rules in Section .0200
of this Chapter shall make telephone reports of the theft or loss of radiation machines in accordance with
20.2201(a)(1)(i);

20.2202, "Notifications of incidents;"

20.2203, "Reports of exposures, radiation levels, and concentrations of radioactive material exceeding the constraints
or limits," except that 20.2203(c) shall not apply;

20.2204, "Reports of planned special exposures;"

20.2205, "Reports to individuals exceeding dose limits;"

20.2206, "Reports of individual monitoring," except that 20.2206(a)(1), and 20.2206(a)(3) through (a)(5) shall not apply.
The report required by 20.2206(b) shall be submitted upon request by the agency in lieu of the requirements of
20.2206(c);

20.2207, "Reports of transactions involving nationally tracked sources.” Notwithstanding Subparagraph (2)(6) of this
Rule, reports required by this Subparagraph shall be made in accordance with 20.2207(f) and (g);

20.2301, "Application for exemptions,” except that the request for exemption shall be made on the licensee's or
registrant's business letterhead. Requests for exemptions from the requirements of this Rule shall be made to the agency
at the addresses shown in Rule .0111(a) of this Chapter in lieu of the NRC or as otherwise instructed by the agency. To

request an exemption, the following information shall be submitted to the agency:

(A) licensee or registrant name;
(B) license or registration number;
© name and contact information for the individual requesting the exemption;

(D) a description of the exemption being requested, and

(E) an explanation describing why the exemption is necessary;

20.2302, "Additional requirements;"

Appendix A to Part 20, "Assigned Protection Factors for Respirators;"

Appendix B to Part 20, "Annual Limits on Intake (ALIs) and Derived Air Concentrations (DACs) of Radionuclides for
Occupational Exposure; Effluent Concentrations; Concentrations for Release to Sewerage;"

Appendix C to Part 20, "Quantities of Radioactive Material Requiring Labeling;"

Appendix E to Part 20, "Nationally Tracked Source Thresholds," and

Appendix G to Part 20, "Requirements for Transfers of Low-Level Radioactive Waste Intended for Disposal at Licensed

Land Disposal Facilities and Manifests."

(b) Exposure of a personnel monitoring device to deceptively indicate a dose delivered to an individual is prohibited.

(c) Licensees and registrants shall continue to perform all activities required by the rules of this Chapter, license or registration condition,

and shall pay annual fees as instructed on an invoice issued by the agency until the license or registration is terminated. Registrants shall

maintain registration of all radiation machines under their control until those units are disposed.

(d) Nothing in the rules of this Chapter shall relieve any person of responsibility for complying with other applicable North Carolina laws

and rules.

(e) Copies of these regulations are available free of charge at https://www.nrc.gov/reading-rm/doc-collections/cfr/part020/.
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History Note:  Authority G.S. 104E-7(a)(2);
Eff. January 1, 1994;
Amended Eff. August 1, 1998;
Transferred and Recodified from 15A NCAC 11 .1601 Eff. February 1, 2015;
Readopted Eff. October 1, 2023: 2023;
Amended Eff. May 1, 2025.
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