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Contact List for Rulemaking Questions or Concerns 
 
For questions or concerns regarding the Administrative Procedure Act or any of its components, consult 
with the agencies below.  The bolded headings are typical issues which the given agency can address, 
but are not inclusive. 

 
 
 

Rule Notices, Filings, Register, Deadlines, Copies of Proposed Rules, etc. 
Office of Administrative Hearings 
Rules Division 
1711 New Hope Church Road   (919) 431-3000 
Raleigh, North Carolina 27609   (919) 431-3104 FAX 

 

contact:  Molly Masich, Codifier of Rules  molly.masich@oah.nc.gov  (919) 431-3071 
 Dana Vojtko, Publications Coordinator  dana.vojtko@oah.nc.gov  (919) 431-3075 
 Julie Edwards, Editorial Assistant  julie.edwards@oah.nc.gov  (919) 431-3073 
 Tammara Chalmers, Editorial Assistant tammara.chalmers@oah.nc.gov (919) 431-3083 

 
 
 

Rule Review and Legal Issues 
Rules Review Commission 
1711 New Hope Church Road   (919) 431-3000 
Raleigh, North Carolina 27609   (919) 431-3104 FAX 

 

contact:  Joe DeLuca Jr., Commission Counsel joe.deluca@oah.nc.gov  (919) 431-3081 
 Amanda Reeder, Commission Counsel amanda.reeder@oah.nc.gov (919) 431-3079 
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Office of State Budget and Management 
116 West Jones Street    (919) 807-4700 
Raleigh, North Carolina 27603-8005  (919) 733-0640 FAX 
Contact:  Anca Grozav, Economic Analyst  osbmruleanalysis@osbm.nc.gov (919) 807-4740 

 

NC Association of County Commissioners 
215 North Dawson Street    (919) 715-2893 
Raleigh, North Carolina 27603 
contact:  Amy Bason    amy.bason@ncacc.org 

 

NC League of Municipalities   (919) 715-4000 
215 North Dawson Street 
Raleigh, North Carolina 27603 

  contact:  Erin L. Wynia    ewynia@nclm.org 
 
 
 

Legislative Process Concerning Rule-making 
Joint Legislative Administrative Procedure Oversight Committee 
545 Legislative Office Building 
300 North Salisbury Street    (919) 733-2578 
Raleigh, North Carolina 27611   (919) 715-5460 FAX 

 

contact:  Karen Cochrane-Brown,  Staff Attorney  Karen.cochrane-brown@ncleg.net 
 Jeff Hudson, Staff Attorney  Jeffrey.hudson@ncleg.net 
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EXPLANATION OF THE PUBLICATION SCHEDULE  
 
This Publication Schedule is prepared by the Office of Administrative Hearings as a public service and the computation of time periods are not to be deemed binding or controlling.  
Time is computed according to 26 NCAC 2C .0302 and the Rules of Civil Procedure, Rule 6. 
 
 

GENERAL 
 
The North Carolina Register shall be published twice 
a month and contains the following information 
submitted for publication by a state agency: 
(1) temporary rules; 
(2) notices of rule-making proceedings; 
(3) text of proposed rules; 
(4) text of permanent rules approved by the Rules 

Review Commission; 
(5) notices of receipt of a petition for municipal 

incorporation, as required by G.S. 120-165; 
(6) Executive Orders of the Governor; 
(7) final decision letters from the U.S. Attorney 

General concerning changes in laws affecting 
voting in a jurisdiction subject of Section 5 of 
the Voting Rights Act of 1965, as required by 
G.S. 120-30.9H; 

(8) orders of the Tax Review Board issued under 
G.S. 105-241.2; and 

(9) other information the Codifier of Rules 
determines to be helpful to the public. 

 
COMPUTING TIME:  In computing time in the 
schedule, the day of publication of the North Carolina 
Register is not included.  The last day of the period so 
computed is included, unless it is a Saturday, Sunday, 
or State holiday, in which event the period runs until 
the preceding day which is not a Saturday, Sunday, or 
State holiday. 

 
FILING DEADLINES 

 
ISSUE DATE:  The Register is published on the first 
and fifteen of each month if the first or fifteenth of 
the month is not a Saturday, Sunday, or State holiday 
for employees mandated by the State Personnel 
Commission.  If the first or fifteenth of any month is 
a Saturday, Sunday, or a holiday for State employees, 
the North Carolina Register issue for that day will be 
published on the day of that month after the first or 
fifteenth that is not a Saturday, Sunday, or holiday for 
State employees. 
 
LAST DAY FOR FILING:  The last day for filing for any 
issue is 15 days before the issue date excluding 
Saturdays, Sundays, and holidays for State 
employees. 

 
NOTICE OF TEXT 

 
EARLIEST DATE FOR PUBLIC HEARING: The hearing 
date shall be at least 15 days after the date a notice of 
the hearing is published. 
 
END OF REQUIRED COMMENT PERIOD 
An agency shall accept comments on the text of a 
proposed rule for at least 60 days after the text is 
published or until the date of any public hearings held 
on the proposed rule, whichever is longer. 
 
DEADLINE TO SUBMIT TO THE RULES REVIEW 
COMMISSION:  The Commission shall review a rule 
submitted to it on or before the twentieth of a month 
by the last day of the next month. 
 
FIRST LEGISLATIVE DAY OF THE NEXT REGULAR 
SESSION OF THE GENERAL ASSEMBLY:  This date is 
the first legislative day of the next regular session of 
the General Assembly following approval of the rule 
by the Rules Review Commission.  See G.S. 150B-
21.3, Effective date of rules. 
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NOTICE OF RULE MAKING PROCEEDINGS AND PUBLIC HEARING 
 

NORTH CAROLINA BUILDING CODE COUNCIL 
 
Notice of Rule-making Proceedings is hereby given by NC Building Code Council in accordance with G.S. 150B-21.5(d). 
 
Citation to Existing Rule Affected by this Rule-Making:  North Carolina Building, Energy Conservation, Fire, Plumbing, and 
Residential Codes. 
 
Authority for Rule-making:  G.S. 143-136; 143-138. 
 
Reason for Proposed Action:  To incorporate changes in the NC State Building Codes as a result of rulemaking petitions filed with 
the NC Building Code Council and to incorporate changes proposed by the Council. 
 
Public Hearing:  Tuesday, June 11, 2013, 9:00AM, NCSU McKimmon Center, 1101 Gorman Street, Raleigh, NC 27606.  Comments 
on both the proposed rule and any fiscal impact will be accepted. 
 
Comment Procedures:  Written comments may be sent to Chris Noles, Secretary, NC Building Code Council, NC Department of 
Insurance, 322 Chapanoke Road, Suite 200, Raleigh, NC 27603.  Comments on both the proposed rule and any fiscal impact will be 
accepted.  Comment period expires on July 15, 2013. 
 
Statement of Subject Matter: 
 
 
1. Request by Bobby W. Patterson, representing Architectural Design Associates, PLLC, to amend the 2012 NC Building 
Code, Sections 3404 and 3408. The proposed amendment is as follows: 
 
SECTION 3404 
ALTERATIONS 
3404.4.2 Seismic upgrades. Seismic upgrades shall not be required in alterations to an existing building (Building A) where all of the 
following conditions exist: 
1. The alterations in Building A are being undertaken to allow an existing Building B to be vacated for seismic upgrades. 
2. The Occupancy Categories (Table 1604.5) of the two buildings are the same or higher for Building A. 
3. Building A will be temporarily used to facilitate the seismic upgrades to Building B, and occupied as such for a period of no 
more than 5 years after issuance of a Certificate of Occupancy for Building A. 
4. Building A is located in a Seismic Design Category (SDC) area A or B as defined by FEMA. 
 
SECTION 3408 
CHANGE OF OCCUPANCY 
3408.4 EXCEPTIONS 
3. Seismic upgrades shall not be required in a change of use to an existing building (Building A) where all of the following 
conditions exist: 
3.1. The alterations in Building A are being undertaken to allow an existing Building B to be vacated for seismic upgrades. 
3.2. The Occupancy Categories (Table 1604.5) of the two buildings are the same or higher for Building A. 
3.3. Building A will be temporarily used to facilitate the seismic upgrades to Building B, and occupied as such for a period of no 
more than 5 years after issuance of a Certificate of Occupancy for Building A. 
3.4. Building A is located in a Seismic Design Category (SDC) area A or B as defined by FEMA. 
 
Motion/Second – Bob Ruffner/Approved – The request was granted unanimously.  The proposed effective date of this rule is January 
1, 2015. 
Reason Given – Adding these exceptions to the Code will allow a process of renovating an existing building for short-term occupancy 
during the full renovation of the currently occupied facility to upgraded seismic resistance. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with either a small decrease or no net decrease/increase in 
cost. This rule is not expected to either have a substantial economic impact or increase local and state funds.  A fiscal note has not 
been prepared. 
 
2. Request by Kent P. Misegades, representing U-Fuel, Inc., to amend the 2012 NC Fire Code, Section 2206.2.3. The proposed 
amendment is as follows: 
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2206.2.3 Above-ground tanks located outside, above grade. Above-ground tanks shall not be used for the storage of Class I, II or 
IIIA liquid motor fuels except as provided by this section. 
1. Above-ground tanks used for outside, above-grade storage of Class I liquids shall be listed and labeled as protected above-
ground tanks and be in accordance with Chapter 34. Such tanks shall be located in accordance with Table 2206.2.3. Deleted. 
2. Above-ground tanks used for above-grade storage of Class I, II or IIIA liquids are allowed to be protected above-ground 
tanks or, when approved by the fire code official, other above-ground tanks that comply with Chapter 34. Tank locations shall be in 
accordance with Table 2206.2.3. 
3. Tanks containing fuels shall not exceed 12,000 gallons (45 420 L) in individual capacity or 48,000 gallons (181 680 L) in 
aggregate capacity. Installations with the maximum allowable aggregate capacity shall be separated from other such installations by 
not less than 100 feet (30 480 mm). 
4. Tanks located at farms, construction projects, or rural areas shall comply with Section 3406.2. 
 
Motion – Alan Perdue/Second – Lon McSwain/Denied – The request was denied as presented. 
Reason Given – This petition potentially benefits a proprietary product and also affects other liquids. This petition will cause a 
substantial economic impact.  No further action will be taken on this item. 
 
3. Request by Patrick Holzer, representing Certified Foam, to amend the 2012 NC Fire Code, Section 404.3.3. The proposed 
amendment will add allowances and requirements for lockdown devices for classroom doors. 
 
403.3.3 Lockdown plans. Where facilities develop a lockdown plan, the lockdown plan shall be in accordance with Section 404.3.3.1 
through 404.3.3.3. 
404.3.3.1 Lockdown plan contents. Lockdown plans shall be approved by the fire code official and shall include the following: 
1. Initiation. The plan shall include instructions for reporting an emergency that requires a lockdown. 
2. Accountability. The plan shall include accountability procedures for staff to report the presence or absence of occupants. 
3. Recall. The plan shall include a prearranged signal for returning to normal activity. 
4. Secured areas. The plan shall include an identified means of establishing each secured area, including the use of an 
emergency lockdown safety mechanism as described in Section 1008.1.11. 
5. Communication and coordination. The plan shall include an approved means of two-way communication between a central 
location and each secured area. 
404.3.3.2 Training frequency. The training frequency shall be included in the lockdown plan. The lockdown drills shall not substitute 
for any of the fire and evacuation drills required in Section 405.2. 
404.3.3.3 Lockdown notification. The method of notifying building occupants of a lockdown shall be included in the plan. The 
method of notification shall be separate and distinct from the fire alarm signal. 
 
Motion – Al Bass/Second – Kim Reitterer/Approved – The request was granted unanimously and was sent to the Building and Fire 
Committees for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – No provisions exist in the current code to identify a means of establishing a secured area in the event of a lockdown 
situation. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with no net decrease/increase in cost.  This rule is not 
expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been prepared. 
 
4. Request by Patrick Holzer, representing Certified Foam, to amend the 2012 NC Building (and Fire) Code, Section 1008. The 
proposed amendment is as follows: 
 
1008.1.11 Emergency lockdown safety mechanisms. Approved emergency lockdown safety mechanisms shall be permitted in 
schools for the purposes of establishing a secured area in accordance with lockdown plans in Section 404.3.3 and Items 1-7 below: 
1. The emergency lockdown safety mechanism shall be readily distinguishable as engaged or disengaged. 
2. Clearly identifiable operating procedures shall be posted on or within close proximity of the installed mechanism. 
3. The emergency lockdown safety mechanism shall be readily engaged from the egress side without the use of a key or special 
knowledge or effort. 
4. The emergency lockdown safety mechanism shall have a built-in mechanical feature to prevent unintended engagement. 
5. The emergency lockdown safety mechanism shall be readily disengaged from the ingress side with proper tools and 
instruction. 
6. The mechanism shall be installed 6 inches (152 mm) minimum and 48 inches (1219 mm) maximum above the finished floor. 
However, the maximum installed height shall be limited such that the emergency lockdown safety mechanism is as least 30 inches 
(762 mm) from any glass openings within the door. 
7. A building occupant shall not be required to pass through more than one door equipped with an emergency lockdown safety 
mechanism before entering an exit. 
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Motion – Kim Reitterer/Second – Lon McSwain/Approved – The request was granted unanimously and was sent to the Building and 
Fire Committees for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – No provisions exist in the current code that identifies how to establish a secure area as defined in the Fire Code, 
Section 402, Emergency Planning and Preparedness, for a lockdown situation in a school. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with a net increase in cost.  This rule is not expected to 
either have a substantial economic impact or affect state funds.  This rule is expected to increase local funds.  A fiscal note has not 
been prepared. 
 
5. Request by Joseph Vetter, representing 4-J Design, Inc., to amend the 2012 NC Plumbing Code, Section 504.6, #2. The 
proposed amendment is as follows: 
 
504.6 Requirements for discharge piping. 
 
2. Discharge through an air gap or air gap fitting located in the same room as the water heater, either on the floor, into an 
indirect waste receptor or outdoors. 
 
Motion – Al Bass/Second – Ralph Euchner/Approved – The request was granted unanimously and was sent to the Mechanical 
Committee for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – This amendment will aid in the efficiency of installation in water heater discharge piping, when an air gap is required, 
by allowing a connection to the T&P valve. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with no net decrease/increase in cost.  This rule is not 
expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been prepared. 
 
6. Request by Wayne Hamilton, representing the NC Fire Service Code Revision Committee, to amend the 2012 NC Fire Code, 
Section 909.20.6. The proposed amendment is as follows: 
 
Add New Section: 
 
909.20.6 Manual smoke removal. Where manually operated panels or windows are required by section 403.4.6 of the Building Code, 
they shall be maintained in an operable condition and identified in an approved manner. 
 
Motion – Alan Perdue/Second – Mack Nixon/Approved – The request was granted unanimously and was sent to the Fire Committee 
for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – The Building Code, Section 403.4.6 is an option that allows operable panels or windows as a manual smoke control 
method in high-rise buildings.  There are no companion Fire Code, Section 909.20 maintenance requirements as there are for 
mechanical systems. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with no net decrease/increase in cost.  This rule is not 
expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been prepared. 
 
7. Request by Wayne Hamilton, representing the NC Fire Service Code Revision Committee, to amend the 2012 NC Fire Code, 
Section 316.5.3. The proposed amendment is as follows: 
 
Add new section to: 
 
316.5 Structures and outdoor storage underneath high-voltage transmission lines. 
 
316.5.3 Parking. Transient parking of passenger vehicles is allowed as follows: 
1. The utility provider grants permission to park within their easement or right of way. 
2. Each vehicle shall be 10,000lb GVW or less. 
3. The lowest conductor of the transmission line shall be 25ft. above parking lot surface. 
4. The transmission line voltage shall be 230kv or less. 
5. Transient parking is a time period of no more than twelve consecutive hours. 
 
Motion – Kim Reitterer/Second – Alan Perdue/Approved – The request was granted unanimously and was sent to the Fire Committee 
for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – Combustible storage under high power transmission lines is an infrastructure damage risk from a hostile fire and 
smoke increases the arcing potential between the conductors.  This section was drafted in response to a request from the NC 
Department of Commerce in regards to a major industry recruited into the state and a subsequent draft OSFM interpretation regarding 
their site plan.  Our research indicates that transient vehicle parking is an acceptable risk based on some limiting factors.  The NEC 
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allows parking based on the voltage involved and a separation distance.  Rather than reproduce the table with varying voltages and 
distances, the maximum separation distance is used.  If a situation arises where a site requests less than 25-feet, then the NEC table 
could be used as an alternate method. This code change has been vetted with Duke/Progress Energy, as this is a deviation from the 
model 2009 IFC. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with no net decrease/increase in cost.  This rule is not 
expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been prepared. 
 
8. Request by Wayne Hamilton, representing the NC Fire Service Code Revision Committee, to amend the 2012 NC Fire (and 
Building) Code, Section 903.2.8. The proposed amendment is as follows: 
 
Revise section by adding exceptions: 
 
[F] 903.2.8 Group R. An automatic sprinkler system shall be installed in accordance with Section 903.3 throughout all buildings with 
a Group R fire area. 
Exceptions: 
1. An automatic sprinkler system is not required in new adult and child care facilities located in existing Group R-3 and R-4 
occupancies. 
2. An automatic sprinkler system is not required in Group R-1 temporary overflow shelters. 
3. Group R2 buildings for housing farm workers and/or their families on a farm may install a 13D multipurpose sprinkler 
system, when all of the following conditions are met: 
3.1. The Group R building cannot exceed a single story, 
3.2. 2500 square feet in area, and 
3.3. Two remote means of egress are provided. 
4. Group R-2 fire areas in fire stations may install a 13D sprinkler system in accordance with 903.3.5.1 when separated from 
other occupancies by a fire wall. 
4.1. The Group R building cannot exceed a single story, 
4.2. 2500 square feet in area, and 
4.3. Two remote means of egress are provided. 
5. An automatic sprinkler system is not required in camping units located within a campground when one story, less than 400 
square feet, and without a kitchen. 
 
Motion – Mack Nixon/Second – Lon McSwain/Approved – The request was granted unanimously and was sent to the Building and 
Fire Committees for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – Item 2 is an editorial correction.  Items 3 and 4 are proposed to allow limited commercial use of a NFPA 13D 
sprinkler system with a domestic water supply.  Item 5 is proposed to exempt small commercial camping cabins from sprinkler 
requirements. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with either a small decrease or no net decrease/increase in 
cost. This rule is not expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been 
prepared. 
 
9. Request by Duke Geraghty, representing Starco Realty and Construction, to amend the 2012 NC Residential Code, Section 
R301.2.1.2. The proposed amendment is as follows: 
 
R301.2.1.2 Protection of openings. Windows in buildings located in windborne debris regions shall have glazed openings protected 
from windborne debris. Glazed opening protection for windborne debris shall meet the requirements of the Large Missile Test of 
ASTM E 1996 and ASTM E 1886 referenced therein. Garage door glazed opening protection for windborne debris shall meet the 
requirements of an approved impact resisting standard or ANSI/DASMA 115. 
Exception: Wood structural panels with a minimum thickness of 7/16 inch (11 mm) and a maximum span of 8 feet (2438 mm) 
shall be permitted for opening protection in one- and two-story buildings. Panels shall be precut and attached to the framing 
surrounding the opening containing the product with the glazed opening. Panels shall be predrilled as required for the anchorage 
method and shall be secured with the attachment hardware provided. Attachments shall be designed to resist the component and 
cladding loads determined in accordance with either Table R301.2(2) or ASCE 7, with the permanent corrosion resistant attachment 
hardware provided and anchors permanently installed on the building. Attachment in accordance with Table R301.2.1.2 is permitted 
for buildings with a mean roof height of 33 feet (10 058 mm) or less where wind speeds do not exceed 130 miles per hour (58 m/s). 
 
TABLE R301.2.1.2 
WINDBORNE DEBRIS PROTECTION FASTENING SCHEDULE 
FOR WOOD STRUCTURAL PANELSa,b,c,d 
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FASTENER 

TYPE 
 
 

FASTENER SPACING (inches)a,b 

Panel 
span 
≤ 4 feet 

4 feet < 
panel span 
≤ 6 feet 

6 feet < 
panel span 
≤ 8 feet 

No. 8 wood screw based anchor with 2-inch 
embedment length 

16 10 8 

No. 10 wood screw based anchor 
with 2-inch embedment length 

16 12 9 

¼-inch lag screw based anchor 
with 2-inch embedment length 

16 16 16 

 
For SI: 1 inch = 25.4 mm, 1 foot = 304.8 mm, 1 pound = 4.448 N, 1 mile per hour = 0.447 m/s. 
 
a. This table is based on 130mph wind speeds and a 33-foot mean roof height. 
b. Fasteners shall be installed at opposing ends of the wood structural panel. Fasteners shall be located a minimum of 1 inch 
from the edge of the panel. 
c. Anchors Fasteners shall be long enough to penetrate through the exterior wall covering with an embedment length of 2 inches 
minimum into the building frame. and a minimum of 1¼ inches into wood wall framing and a minimum of 1¼ inches into concrete 
block or concrete, and into steel framing a minimum of 3 exposed threads. Fasteners shall be located a minimum of 2½ inches from 
the edge of concrete block or concrete. 
d. Where panels are attached to masonry or masonry/stucco, they shall be attached using vibration-resistant anchors having a 
minimum ultimate withdrawal capacity of 1500 pounds. 
 
Motion – David Smith/Second – Mack Nixon/Approved – The request was granted unanimously and was sent to the Residential 
Committee for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – This proposal eliminates the requirement for permanent anchors to be installed.  Fasteners will be provided to install 
the panels. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with no net decrease/increase in cost.  This rule is not 
expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been prepared. 
 
10. Request by R. Christopher Mathis, representing Mathis Consulting Company, to amend the 2012 NC Energy 
Conservation Code, Table 502.1.2 & Tables 502.1.2(1). The proposed amendment is as follows: 
 
Modify Table 502.1.2 as follows: 
 
TABLE 502.1.2 
BUILDING ENVELOPE REQUIREMENTS OPAQUE ELEMENT, MAXIMUM U-FACTORS 
 

CLIMATE ZONE 
3 4 5 

ALL 
OTHER 

GROUP R 
ALL  

OTHER 
GROUP R 

ALL  
OTHER 

GROUP R 

Roofs 
Metal buildings 

(with R-5 thermal 
blocks)a 

U-0.041 U-0.041 
U-0.035 
U-0.037 

U-0.035 
U-0.037 

U-0.035 
U-0.037 

U-0.035 
U-0.037 

Walls, Above Grade 

Metal building 
U-0.072 
U-0.094 

U-0.050 U-0.060 U-0.050 U-0.050 U-0.050 

 
Modify Table 502.1.2(1) as follows: 
 
TABLE 502.1.2(1) 
BUILDING ENVELOPE REQUIREMENTS – OPAQUE ASSEMBLIES 
 

CLIMATE ZONE 
3 4 5 

ALL  GROUP R ALL  GROUP R ALL  GROUP R 
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OTHER OTHER OTHER 
Roofs 

Metal buildings (with  
R-5 thermal blocks)a, b 

R-10 +     
R-19 FC 

R-10 +     
R-19 FC 

R-19 +      
R-11 LS 

Or R-25 +  
R-8 LS 

R-19 +      
R-11 LS 

Or R-25 +  
R-8 LS 

R-19 +      
R-11 LS 

Or R-25 +  
R-8 LS 

R-19 +      
R-11 LS 

Or R-25 +  
R-8 LS 

Walls, Above Grade 

Metal buildingb 

R-0 + R-13  
ci 

R-0 +       
R-9.8 ci 

R-0 +       
R-19 ci 

R-0 +        
R-15.8 ci 

R-0 + R-19  
ci 

R-0 + R-19  
ci 

R-0 + R-19  
ci 

 
LS = Liner System – Liner systems shall have a minimum R-5 thermal spacer block between the purlins and the metal roof panels as 
required, unless compliance is shown by the overall assembly U-factor 
FC = Filled Cavity – Filled Cavity assemblies shall have a minimum R-5 thermal spacer block between the purlins and the metal roof 
panels as required, unless compliance is shown by the overall assembly U-factor 
 
Motion – David Smith/Second – Mack Nixon/Approved – The request was granted unanimously and was sent to the Energy 
Committee for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – These slight decreases in energy efficiency coordinate with the recently revised values in ASHRAE 90.1 negotiated 
by the metal building industry.  This proposal also offers additional prescriptive compliance options. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with either a small decrease or no net decrease/increase in 
cost.  This rule is not expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been 
prepared. 
 
11. Request by Lon McSwain, representing the NC BCC Building Standing Committee, to amend the 2012 NC Building Code, 
Section 101.2. The proposed amendment is as follows: 
 
Exceptions: If any of the following apply the building or structure is exempt from the provisions of this code: 
1. Detached one- and two-family dwellings and multiple single-family dwellings (townhouses) not more than three stories 
above grade plane in height with a separate means of egress and their accessory structures shall comply with the International 
Residential Code. 
2. Farm Buildings as described by G.S. 143-138(b4) that are not used for sleeping purposes and located outside the buildings 
rules jurisdiction of any municipality. 
Exception: All buildings used for sleeping purposes shall confirm to the provisions of the technical codes. 
3. Greenhouses as described by G.S. 143-138(b4) for farm building use located outside or inside the building rules jurisdiction 
of a municipality or a county. 
4. Farm buildings for equine activities as described by G.S. 143-138(b4) and located outside the building rules jurisdiction of a 
municipality. 
5. The design, construction, location, installation or operation of equipment for storing, handling and transporting liquefied 
petroleum gases for fuel purposes up to the outlet of the first stage pressure regulator, and anhydrous ammonia or other liquid 
fertilizers. 
6. The design, construction, location, installation or operation of equipment or facilities of a public utility, as defined in G.S. 62-
3, or an electric or telephone membership corporation, including without limitation poles, towers and other structures supporting 
electric or communication lines from the distribution network up to the meter location. 
Note: All buildings owned and operated by a public utility or an electric or telephone membership corporation shall meet the 
provisions of the code. 
7. The Storage and Handling of Hazardous Chemicals Right to Know Act, Article 18 of Chapter 95 of the North Carolina 
General Statutes. 
 
Motion – Kim Reitterer/Second – Alan Perdue/Approved – The request was granted unanimously and was sent to the Building 
Committee for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – This proposal is to add recently enacted farm building exceptions to the code. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with no net decrease/increase in cost.  This rule is not 
expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been prepared. 
 
12. Request by Lon McSwain, representing the NC BCC Building Standing Committee, to amend the 2012 NC Building & 
Fire Codes, Section 1018.6. The proposed amendment is as follows: 
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1018.6 Corridor continuity. Fire-resistant-rated corridors shall be continuous from the point of entry to an exit, and shall not be 
interrupted by intervening rooms. 
Exceptions: 
1. Foyers, lobbies or reception rooms constructed as corridors shall not be constructed as intervening rooms. 
2. A toilet room as defined by the NC Plumbing Code that meets all of the following requirements may be included as part of 
the rated corridor enclosure: 
2.1. The toilet room shall be separated from the remainder of the building by fire-resistant-rated construction meeting the same 
requirements as the corridor construction; 
2.2. No other rooms open off of the toilet room; 
2.3. No gas or electric appliances other than electric hand dryers are located in the toilet room; and 
2.4. The toilet room is not used for any other purpose. 
 
Motion – Kim Reitterer/Second – Cindy Browning/Approved – The request was granted unanimously and was sent to the Building 
Committee for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – This is proposal to coordinate with the Building Code, Table 715.4.  Toilet rooms that have little to no fuel load pose 
no significant hazard to the rated exit access corridor. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with no net decrease/increase in cost.  This rule is not 
expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been prepared. 
 
13. Request by Chris Noles, representing NCDOI on behalf of the NC BCC, to amend the 2012 NC Building Code, Appendix 
*NEW*, Sections 101.1, 102, & 103. The proposed amendment is as follows: 
 
The purpose of this section is to address structures such as camping cabins or primitive structures that are used on a temporary basis. 
 
101.1 Scope. The purpose of this section is to address buildings that are subject to limited portions of the building code.  
 
102 Terms. 
102.1 Primitive structure – Buildings not used as a primary residence intended for the primary purpose of rustic living. These 
structures are not equipped with water or electricity and are used on a temporary basis. 
102.2 Roof-only structures – Buildings without walls such as pavilions or gazebos that do not exceed 750 square feet. 
 
103 Design 
 
103.1 Applicability.  Primitive and roof-only structures shall only be applicable to code sections identified in the following; 
103.1.1 Structural stability. The structures shall be evaluated to meet the interior and exterior loading requirements contained in 
Chapter 16 of the Building Code.  
103.1.2 Clearance to Combustibles. Ignition sources such as fireplaces or stoves shall be separated from combustibles in 
accordance with Chapter 7 of the Building Code. 
103.1.3 Fires. Recreational fires shall be separated from the buildings in accordance with the Fire Code. 
103.1.4 Egress. A clear means of egress shall be maintained from each sleeping room.  
103.2 Issues not addressed. Life safety issues not covered by this section shall be mitigated by code official. 
 
Motion – Al Bass/Second – Mack Nixon/Approved – The request was granted unanimously and sent to the Building Committee for 
review. The proposed effective date of this rule is January 1, 2015. 
Reason Given – The purpose of this section is to address structures, such as camping cabins or primitive structures, that are used on a 
temporary basis. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with no net decrease/increase in cost.  This rule is not 
expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been prepared. 
 
14. Request by Barry Gupton, representing NCDOI, to amend the 2012 NC Plumbing Code, Section 403.6.3. The proposed 
amendment is as follows: 
 
403.6.3 Picnic shelters. Where picnic shelters that are less than 750-square feet (70-square meters) in aggregate area are installed in a 
community recreation area, and parking is not either provided or required, public toilet facilities are not required. The travel distance 
to the dwellings served shall be limited to 1640-feet (500-meters). 
 
Motion – Al Bass/Second – Mack Nixon/Approved – The request was granted unanimously and sent to the Mechanical Committee for 
review.  The proposed effective date of this rule is January 1, 2015. 
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Reason Given – The Code requires public toilet facilities at all structures used by the public.  This proposal provides an allowance for 
residents to use private toilet facilities within their own dwellings for small picnic shelters within walking distance. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with either a small decrease or no net decrease/increase in 
cost.  This rule is not expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been 
prepared. 
 
15. Request by David Smith, NC BCC, to amend the 2012 NC Residential Code, Sections R322.2.1 and R322.3.2. The proposed 
amendment is as follows: 
 
R322.2.1 Elevation requirements. 
1. Buildings and structures shall have the lowest floors elevated to or above the base flood elevation plus one foot (305 mm), or the 
design flood elevation, whichever is higher. 
2. In areas of shallow flooding (AO Zones), buildings and structures shall have the lowest floor (including basement) elevated at least 
as high above the highest adjacent grade as the depth number specified in feet (mm) on the FIRM plus one foot (305 mm), or at least 3 
feet (915 mm) if a depth number is not specified. 
3. Basement floors that are below grade on all sides shall be elevated to or above the base flood elevation plus one foot (305 mm), or 
the design flood elevation, whichever is higher. 
 
Exception: Enclosed areas below the design flood elevation, including basements whose floors are not below grade on all sides, shall 
meet the requirements of Section R322.2.2. 
 
R322.3.2 Elevation requirements. 
1. All buildings and structures erected within coastal high hazard areas shall be elevated so that the lowest portion of all structural 
members supporting the lowest floor, with the exception of mat or raft foundations, piling, pile caps, columns, grade beams and 
bracing, is: 
1.1. Located at or above the design flood elevation, if the lowest horizontal structural member is oriented parallel to the direction of 
wave approach, where parallel shall mean less than or equal to 20 degrees (0.35 rad) from the direction of approach, or 
1.2. Located at the base flood elevation plus 1 foot (305 mm), or the design flood elevation, whichever is higher, if the lowest 
horizontal structural member is oriented perpendicular to the direction of wave approach, where perpendicular shall mean greater than 
20 degrees (0.35 rad) from the direction of approach. 
2. Basement floors that are below grade on all sides are prohibited. 
3. The use of fill for structural support is prohibited 
4. Minor grading, and the placement of minor quantities of fill, shall be permitted for landscaping and for drainage purposes under and 
around buildings and for support of parking slabs, pool decks, patios and walkways. 
 
Exception: Walls and partitions enclosing areas below the design flood elevation shall meet the requirements of Sections R322.3.4 
and R322.3.5. 
 
Motion – David Smith /Second – Mack Nixon/Granted – The request was granted unanimously and sent to the Residential Committee 
for review.  The proposed effective date of this rule is January 1, 2015. 
Reason Given – The proposal allows for flood elevation design compatible with local flood ordinances and FIRMs.  This is 
coordination between construction and insurance regulations.  The proposed effective date of this rule is January 1, 2015. 
Fiscal Statement – This rule is anticipated to provide equivalent compliance with no net decrease/increase in cost.  This rule is not 
expected to either have a substantial economic impact or affect local and state funds.  A fiscal note has not been prepared. 
Note – A hearing was previously held on this item on September 10, 2012. 
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Note from the Codifier: The notices published in this Section of the NC Register include the text of proposed rules.  The agency 
must accept comments on the proposed rule(s) for at least 60 days from the publication date, or until the public hearing, or a 
later date if specified in the notice by the agency. If the agency adopts a rule that differs substantially from a prior published 
notice, the agency must publish the text of the proposed different rule and accept comment on the proposed different rule for 60 
days. 
Statutory reference:  G.S. 150B-21.2. 
 

 
TITLE 15A – DEPARTMENT OF ENVIRONMENT AND 

NATURAL RESOURCES 
 
Notice is hereby given in accordance with G.S. 150B-21.2 that 
the NC Radiation Protection Commission intends to amend the 
rules cited as 15A NCAC 11 .0104, .0105, .0117, .0301, .0303-
.0305, .0309, .0317, .0318, .0321, .0322, .0328, .0331, .0333, 
.0334, .0338, .0352, .0358, .0361, .0362, .1004, .1604, .1626, 
.1633, .1648 and repeal the rules cited as 15A NCAC 11 .0325, 
.0326. 
 
Agency obtained G.S. 150B-19.1 certification: 

  OSBM certified on: 04/18/2013 
  RRC certified on:       
  Not Required 

 
Link to agency website pursuant to G.S. 150B-19.1(c):  
http://www.ncdhhs.gov/dhsr/ruleactions.html 
 
Proposed Effective Date:  October 1, 2013 
 
Public Hearing: 
Date:  July 10, 2013 
Time:  10:00 a.m. 
Location:  3825 Barrett Drive, Conference Room 101, Raleigh, 
NC 27609 
 
Reason for Proposed Action:  The Radiation Protection 
Commission is proposing to amend its rules in 15A NCAC 11 to 
comply with the federal requirements of the U.S. Nuclear 
Regulatory Commission (NRC).  North Carolina entered into an 
agreement with the United States Atomic Energy Commission 
(now NRC) effective August 1, 1964.  This agreement provided 
for the discontinuance of United States Atomic Energy 
Commission regulatory authority and responsibility within the 
state.  For the agreement to be approved, the United States 
Atomic Energy Commission had to determine that the NC 
program for radiation protection was compatible with federal 
regulations, and that the program was adequate to protect 
public health and safety.  NC became an Agreement State as a 
result of the agreement signed by the Governor.  The agreement 
requires NC to continue to maintain compatibility with federal 
(NRC) radiation protection rules.  The NC Radiation Protection 
Section is inspected by the NRC every four years to verify that 
the radiation protection program remains compatible and 
adequate to protect public health and safety.  Part of the NRC 
inspection is to verify rules compatibility with federal rules.  In 
most cases, the NC radiation protection program rules must be 
identical with the matching federal rule.  Failure to maintain 
compatibility with appropriate federal rules could result in NC 

losing its Agreement State status with the NRC.  In that event, 
the NRC would then resume regulatory authority over 
radioactive materials use in NC.  Reverting back to federal 
control would result in substantial fee increases for NC business 
entities that require use of radioactive materials.  In most cases, 
the NRC radioactive materials license fees are at least double 
the current NC fees.   
 
Procedure by which a person can object to the agency on a 
proposed rule:  An individual may object to the agency on the 
proposed rules by submitting written comments on the proposed 
rule to Megan Lamphere, NC Division of Health Service 
Regulation, 2719 Mail Service Center, Raleigh, NC 27699-2719.  
They may also object by attending the public hearing and 
personally voice their objections during that time. 
 
Comments may be submitted to:  Megan Lamphere, NC 
Division of Health Service Regulation, 2719 Mail Service 
Center, Raleigh, NC 27699-2719, fax 919-733-3207, or email 
dhsr.rulescoordinator@dhhs.nc.gov. 
 
Comment period ends:  July 15, 2013 
 
Procedure for Subjecting a Proposed Rule to Legislative 
Review: If an objection is not resolved prior to the adoption of 
the rule, a person may also submit written objections to the 
Rules Review Commission after the adoption of the Rule. If the 
Rules Review Commission receives written and signed 
objections after the adoption of the Rule in accordance with G.S. 
150B-21.3(b2) from 10 or more persons clearly requesting 
review by the legislature and the Rules Review Commission 
approves the rule, the rule will become effective as provided in 
G.S. 150B-21.3(b1). The Commission will receive written 
objections until 5:00 p.m. on the day following the day the 
Commission approves the rule. The Commission will receive 
those objections by mail, delivery service, hand delivery, or 
facsimile transmission. If you have any further questions 
concerning the submission of objections to the Commission, 
please call a Commission staff attorney at 919-431-3000. 
 
Fiscal impact (check all that apply). 

 State funds affected 
 Environmental permitting of DOT affected 

 Analysis submitted to Board of Transportation 
 Local funds affected 

 Date submitted to OSBM:       
 Substantial economic impact (≥$500,000) 
 Approved by OSBM 
 No fiscal note required by G.S. 150B-21.4 
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CHAPTER 11 – RADIATION PROTECTION 
 

SECTION .0100 – GENERAL PROVISIONS 
 
15A NCAC 11 .0104 DEFINITIONS 
As used in these Rules, the following definitions shall apply. 

(1) "Absorbed dose" means the energy imparted 
by ionizing radiation per unit mass of 
irradiated material. The units of absorbed dose 
are the rad and the gray (Gy). 

(2) "Accelerator produced material" means any 
material made radioactive by use of a particle 
accelerator. 

(3) "Act" means North Carolina Radiation 
Protection Act as defined in G.S. 104E-1. 

(4) "Activity" is the rate of disintegration 
(transformation) or decay of radioactive 
material.  The units of activity are the curie 
(Ci) and the becquerel (Bq). 

(5) "Adult" means an individual 18 or more years 
of age.  

(6) "Agency" means the North Carolina 
Department of Environment and Natural 
Resources, Division of Environmental Health, 
North Carolina Department of Health and 
Human Services, Division of Health Service 
Regulation, Radiation Protection Section. 

(7) "Agreement state" has the meaning as defined 
in G.S. 104E-5(2). 

(8) "Air-purifying respirator" means a respirator 
with an air-purifying filter, cartridge, or 
canister that removes specific air contaminants 
by passing ambient air through the air-
purifying element. 

(9) "Airborne radioactive material" means any 
radioactive material dispersed in the air in the 
form of dusts, fumes, particulates, mists, 
vapors, or gases. 

(10) "Airborne radioactivity area" means a room, 
enclosure, or area in which airborne 
radioactive materials, composed wholly or 
partly of licensed radioactive material, exist in 
concentrations: 
(a) in excess of the derived air 

concentrations (DACs) specified in 
Appendix B to 10 CFR 20.1001 - 
20.2401; or 

(b) to such a degree that an individual 
present in the area without respiratory 
protective equipment could exceed, 
during the hours an individual is 
present in a week, an intake of 0.6 
percent of the annual limit on intake 
(ALI) or 12 DAC-hours. 

(11) "ALARA" (acronym for "as low as is 
reasonably achievable") means making every 
reasonable effort to maintain exposures to 
radiation as far below the dose limits in the 
rules of this Chapter as is practical consistent 

with the purpose for which the licensed or 
registered activity is undertaken, taking into 
account the state of technology, the economics 
of improvements in relation to benefits to the 
public health and safety, and other societal and 
socioeconomic considerations, and in relation 
to utilization of sources of radiation in the 
public interest. 

(12) "Annual limit on intake" (ALI) means the 
derived limit for the amount of radioactive 
material taken into the body of an adult worker 
by inhalation or ingestion in a year.  ALI is the 
smaller value of intake of a given radionuclide 
in an effective dose equivalent of five rems 
(0.05 Sv) or a committed dose equivalent of 50 
rems (0.5 Sv) to any individual organ or tissue. 
(ALI values for intake by ingestion and by 
inhalation of selected radionuclides are given 
in Table 1, Columns 1 and 2, of Appendix B to 
10 CFR 20.1001 - 20.2401). 

(13) "Annually" means either: 
(a) at intervals not to exceed 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). 

(14) "Assigned protection factor (APF)" means the 
expected workplace level of respiratory 
protection that would be provided by a 
properly functioning respirator or a class of 
respirators to properly fitted and trained users.  
APF can be divided into the ambient airborne 
concentrations to estimate inhaled air 
concentrations. 

(15) "Atmosphere-supplying respirator" means a 
respirator that supplies the respirator user with 
breathing air from a source independent of the 
ambient atmosphere and includes supplied-air 
respirators (SARs) and self-contained 
breathing apparatus (SCBA) units. 

(16) "Authorized representative" means an 
employee of the agency, or an individual 
outside the agency when the individual is 
specifically so designated by the agency under 
Rule .0112 of this Section. 

(17) "Authorized user" means an individual who is 
authorized by license or registration condition 
to use a source of radiation. 

(18) "Background radiation" means radiation from 
cosmic sources; naturally occurring 
radioactive materials, including radon (except 
as a decay product of source or special nuclear 
material); and global fallout as it exists in the 
environment from the testing of nuclear 
explosive devices or from past nuclear 
accidents such as Chernobyl that contribute to 
background radiation and are not under the 
control of the licensee or registrant. 
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"Background radiation" does not include 
sources of radiation regulated by the agency. 

(19) "Becquerel" is the SI unit of radioactivity.  
One becquerel is equal to one disintegration 
per second (s-1). 

(20) "Bioassay" or "radiobioassay" means the 
determination of kinds, quantities or 
concentrations, and, in some cases, the 
locations of radioactive material in the human 
body, whether by direct measurement (in vivo 
counting) or by analysis and evaluation of 
materials excreted or removed from the human 
body. 

(21) "Byproduct material" has the meaning as 
defined in G.S. 104E-5(4).G.S. 104E-5(4), and 
in addition includes:  
(a) Any radioactive material (except 

special nuclear material) yielded in, 
or made radioactive by, exposure to 
the radiation incident to the process 
of producing or using special nuclear 
material; 

(b) The tailings or wastes produced by 
the extraction or concentration of 
uranium or thorium from ore 
processed primarily for its source 
material content, including discrete 
surface wastes resulting from 
uranium solution extraction 
processes.  Underground ore bodies 
depleted by these solution extraction 
operations do not constitute 
"byproduct material" within this 
definition; 

(c) Any discrete source of Radium-226 
that is produced, extracted, or 
converted after extraction, for use for 
a commercial, medical, or research 
activity, or any material that: 
(i) has been made radioactive 

by use of a particle 
accelerator; and 

(ii) is produced, extracted, or 
converted after extraction, 
for use for a commercial, 
medical, or research activity; 
and 

(d) Any discrete source of naturally 
occurring radioactive material, other 
than source material, that 
(i) the US Nuclear Regulatory 

Commission, in consultation 
with the Administrator of the 
Environmental Protection, 
the Secretary of Energy, the 
Secretary of Homeland 
Security, and the head of an 
other appropriate federal 
agency, determines would 

poses a threat similar to the 
threat posed by a discrete 
source of radium-226 to the 
public health and safety or 
the common defense and 
security; and  

(ii) is extracted or converted 
after extraction for use in a 
commercial, medical, or 
research activity. 

(22) "Class", "lung class" or "inhalation class" 
means a classification scheme for inhaled 
material according to its rate of clearance from 
the pulmonary region of the lung.  Materials 
are classified as D, W, or Y, which applies to a 
range of clearance half-times as follows: 

CLASSIFICATION OF INHALED MATERIAL 
Class                                         Clearance half-time 
Class D (Day)                           less than 10 days 
Class W (Weeks)                      10 days to 100 days 
Class Y (Years)                        greater than 100 days 
(23) "Clinical procedures manual" means a 

collection of procedures governing the medical 
use of radioactive material not requiring a 
written directive that describes each method by 
which the licensee performs clinical 
procedures and includes other instructions and 
precautions.  Each clinical procedure including 
the radiopharmaceutical, dosage and route of 
administration, shall be approved in writing by 
an authorized user prior to inclusion in the 
manual. The radiation safety officer shall 
ensure that the manual includes the approved 
procedure(s) for all clinical procedures using 
radioactive material not requiring a written 
directive performed at the facility. 

(23)(24) "Collective dose" is the sum of the individual 
doses received in a given period of time by a 
specified population from exposure to a 
specified source of radiation. 

(24)(25) "Commission" has the meaning as defined in 
G.S. 104E-5(5). 

(25)(26) "Committed dose equivalent" (HT,50) means 
the dose equivalent to organs or tissues of 
reference (T) that will be received from an 
intake of radioactive material by an individual 
during the 50-year period following the intake. 

(26)(27) "Committed effective dose equivalent" (HE,50) 
is the sum of the products of the weighting 
factors applicable to each of the body organs 
or tissues that are irradiated and the committed 
dose equivalent to these organs or tissues 
(HE,50 =Σ wTHT,50). 

(28) "Consortium" means an association of medical 
use licensees and a PET radionuclide 
production facility in the same geographical 
area that jointly own or share in the operation 
and maintenance cost of the PET radionuclide 
production facility that produces PET 
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radionuclides for use in producing radioactive 
drugs within the consortium for 
noncommercial distributions among its 
associated members for medical use. The PET 
radionuclide production facility within the 
consortium must be located at an educational 
institution or a Federal facility or a medical 
facility. 

(27)(29) "Constraint (dose constraint)" means a value 
above which specified licensee actions are 
required. 

(28)(30) "Controlled area" means an area, outside of a 
restricted area but inside the site boundary, 
access to which can be limited by the licensee 
or registrant for any reason. 

(29)(31) "Critical group" means the group of 
individuals reasonably expected to receive the 
greatest exposure to residual radioactivity for 
any applicable set of circumstances. 

(30)(32) "Curie" is the special unit of radioactivity.  
One curie is equal to 3.7 x 1010 disintegrations 
per second = 3.7 x 1010 becquerels = 2.22 x 
1012 disintegrations per minute. 

(31)(33) "Declared pregnant woman" means a woman 
who has voluntarily informed the licensee or 
registrant, in writing, of her pregnancy and the 
estimated date of conception. The declaration 
remains in effect until the declared pregnant 
woman withdraws the declaration in writing or 
is no longer pregnant. 

(32)(34)  "Decommission" means to remove (as a 
facility) safely from service and reduce 
residual radioactivity to a level that permits 
release of the property for either unrestricted 
use and termination of the license or for 
restricted use and termination of the license. 

(33)(35)  "Deep-dose equivalent" (Hd), which applies to 
external whole-body exposure, is the dose 
equivalent at a tissue depth of one cm (1000 
mg/cm2). 

(34)(36)  "Demand respirator" means an atmosphere-
supplying respirator that admits breathing air 
to the facepiece only when a negative pressure 
is created inside the facepiece by inhalation. 

(35)(37)  "Department" has the meaning as defined in 
G.S. 104E-5(6). 

(36)(38)  "Depleted uranium" means the source 
material uranium in which the isotope 
uranium-235 is less than 0.711 weight percent 
of the total uranium present.  Depleted 
uranium does not include special nuclear 
material. 

(37)(39)  "Derived air concentration" (DAC) means the 
concentration of a given radionuclide in air 
which, if breathed by the reference man for a 
working year of 2,000 hours under conditions 
of light work (inhalation rate 1.2 cubic meters 
of air per hour), results in an intake of ALI.  

DAC values are given in Table 1, Column 3, 
of Appendix B to 10 CFR 20.1001 - 20.2401). 

(38)(40)  "Derived air concentration-hour" (DAC-hour) 
is 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 may take 2,000 DAC-hours 
to represent one ALI, equivalent to a 
committed effective dose equivalent of five 
rems (0.05 Sv). 

(39)  "Diagnostic clinical procedures manual" 
means a collection of written procedures 
governing the use of radioactive material that 
describes each method by which the licensee 
performs diagnostic clinical procedures and 
includes other instructions and precautions.  
Each diagnostic clinical procedure including 
the radiopharmaceutical, dosage and route of 
administration, shall be approved by an 
authorized user prior to inclusion in the 
manual.  The radiation safety officer shall 
ensure that the manual includes the approved 
written procedure for all diagnostic clinical 
procedures performed at the facility. 

(41) "Discrete source" means a radionuclide that 
has been processed so that its concentration 
within a material has been purposely increased 
for use for commercial, medical, or research 
activities. 

(40)(42) "Disposable respirator" means a respirator for 
which maintenance is not intended and that is 
designed to be discarded after excessive 
breathing resistance, sorbent exhaustion, 
physical damage, or end-of-service-life 
renders it unsuitable for use.  Examples of this 
type of respirator are a disposable half-mask 
respirator or a disposable escape-only self-
contained breathing apparatus (SCBA).  

(41)(43)  "Distinguishable from Background" means 
that the detectable concentration of a 
radionuclide is statistically different from the 
background concentration of that radionuclide 
in the vicinity of the site or, in the case of 
structures, in similar materials using 
measurement technology, survey and 
statistical techniques as defined in 10 CFR 
20.1003. 

(42)(44) "Dose" (or radiation dose) is a generic term 
that means absorbed dose, dose equivalent, 
effective dose equivalent, committed dose 
equivalent, effective dose equivalent, or total 
effective dose equivalent, as defined in other 
Items of this Rule. 

(43)(45) "Dose equivalent" (HT) means the product of 
the absorbed dose in tissue, quality factor, and 
all other necessary modifying factors at the 
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location of interest.  The units of dose 
equivalent are the rem and sievert (Sv). 

(44)(46) "Dose limits" (see "Limits" defined in this 
Rule). 

(45)(47) "Dosimetry processor" means an individual or 
an organization that processes and evaluates 
individual monitoring equipment in order to 
determine the radiation dose delivered to the 
equipment. 

(46)(48) "Effective dose equivalent" (HE) is the sum of 
the products of the dose equivalent to the 
organ or tissue (HT) and the weighting factors 
(wT) applicable to each of the body organs or 
tissues that are irradiated (HE = ΣwTHT). 

(47)(49) "Embryo/fetus" means the developing human 
organism from conception until the time of 
birth. 

(48)(50) "Entrance or access point" means any location 
through which an individual could gain access 
to radiation areas or to a source of radiation.  
This includes entry or exit portals of sufficient 
size to permit human entry, irrespective of 
their intended use. 

(49)(51) "Equipment services" means the selling, 
installation, rebuilding, conversion, repair, 
inspection, testing, survey or calibration of 
equipment which can affect compliance with 
these Rules by a licensee or registrant. 

(50)(52) "Exposure" means being exposed to ionizing 
radiation or to radioactive material. 

(51)(53) "Exposure rate" means the exposure per unit of 
time, such as R/min and mR/h. 

(52)(54) "External dose" means that portion of the dose 
equivalent received from radiation sources 
outside the body. 

(53)(55) "Extremity" means hand, elbow, arm below 
the elbow, foot, knee, or leg below the knee. 

(54)(56) "Eye dose equivalent" (See "Lens dose 
equivalent" as defined in this Rule). 

(55)(57) "Filtering facepiece (dust mask)" means a 
negative pressure particulate respirator with a 
filter as an integral part of the facepiece or 
with the entire facepiece composed of the 
filtering medium, not equipped with 
elastomeric sealing surfaces and adjustable 
straps. 

(56)(58) "Fit factor" means a quantitative estimate of 
the fit of a particular respirator to a specific 
individual, and typically estimates the ratio of 
the concentration of a substance in ambient air 
to its concentration inside the respirator when 
worn. 

(57)(59) "Fit test" means the use of a protocol to 
qualitatively or quantitatively evaluate the fit 
of a respirator on an individual. 

(58)(60) "Generally applicable environmental radiation 
standards" means standards issued by the U.S. 
Environmental Protection Agency (EPA) 
under the authority of the Atomic Energy Act 

of 1954 (42 U.S.C. 2D11 et seq;), as amended, 
that impose limits on radiation exposures or 
levels, or concentrations or quantities of 
radioactive material, in the general 
environment outside the boundaries of 
locations under the control of persons 
possessing or using sources of radiation. 

(59)(61) "Gray" (Gy) is the SI unit of absorbed dose.  
One gray is equal to an absorbed dose of one 
joule/kilogram (100 rads). 

(60)(62) "Helmet" means a rigid respiratory inlet 
covering that also provides head protection 
against impact and penetration. 

(61)(63) "High radiation area" means an area, 
accessible to individuals, in which radiation 
levels from sources external to the body could 
result in an individual receiving a dose 
equivalent in excess of 0.1 rem (1 mSv) in one 
hour at 30 centimeters from the radiation 
source or from any surface that the radiation 
penetrates. 

(62)(64) "Hood" means a respiratory inlet covering that 
completely covers the head and neck and may 
also cover portions of the shoulders and torso. 

(63)(65) "Hospital" means a facility that provides as its 
primary functions diagnostic services and 
intensive medical and nursing care in the 
treatment of acute stages of illness. 

(64)(66) "Human use" means the internal or external 
administration of radiation or radioactive 
materials to human beings. 

(65)(67) "Individual" means any human being. 
(66)(68) "Individual monitoring" means: 

(a) the assessment of dose equivalent by 
the use of devices designed to be 
worn by an individual; 

(b) the assessment of committed effective 
dose equivalent by bioassay (see 
Bioassay) or by determination of the 
time-weighted air concentrations to 
which an individual has been 
exposed, i.e., DAC-hours; or 

(c) the assessment of dose equivalent by 
the use of survey data. 

(67)(69) "Individual monitoring devices" or "individual 
monitoring equipment" means devices 
designed to be worn by a single individual for 
the assessment of dose equivalent such as film 
badges, thermoluminescence dosimeters 
(TLDs), pocket ionization chambers, and 
personal ("lapel") air sampling devices. 

(68)(70) "Inhalation class" (see "Class" defined in this 
Rule). 

(69)(71) "Inspection" means an official examination or 
observation to determine compliance with 
rules, orders, requirements and conditions of 
the agency or the Commission. 
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(70)(72) "Internal dose" means that portion of the dose 
equivalent received from radioactive material 
taken into the body. 

(71)(73) "Lens dose equivalent" or "LDE" applies to 
the external exposure of the lens of the eye and 
is taken as the dose equivalent at a tissue depth 
of 0.3 cm (300 mg/cm2). 

(72)(74) "License", except where otherwise specified, 
means a license issued pursuant to Section 
.0300 of this Chapter. 

(73)(75) "Licensee" means any person who is licensed 
by the agency pursuant to Section .0300 of this 
Chapter. 

(74)(76) "Licensing state" means any state designated 
as such by the Conference of Radiation 
Control Program Directors, Inc.  Unless the 
context indicates otherwise, use of the term 
Agreement State in this Chapter shall be 
deemed to include includes licensing state with 
respect to naturally occurring and accelerator 
produced radioactive material (NARM). 

(75)(77) "Limits" or "dose limits" means the 
permissible upper bounds of radiation doses. 

(76)(78) "Loose-fitting facepiece" means a respiratory 
inlet covering that is designed to form a partial 
seal with the face. 

(77)(79) "Lost or missing licensed radioactive material" 
means licensed radioactive material whose 
location is unknown.  It includes material that 
has been shipped but has not reached its 
destination and whose location cannot be 
readily traced in the transportation system. 

(78)(80) "Lung class" (see "Class" as defined in this 
Rule). 

(79)(81) "Medical event" means an event that meets the 
criteria in Rule .0364 of this Chapter. 

(80)(82) "Medical use" means the intentional internal or 
external administration of radioactive material 
or the radiation therefrom to patients or human 
research subjects under the supervision of an 
authorized user. 

(81)(83) "Member of the public" means any individual 
except when that individual is receiving an 
occupational dose. 

(82)(84) "Minor" means an individual less than 18 
years of age. 

(83)(85) "Mobile nuclear medicine service" means the 
transportation and medical use of radioactive 
material. 

(84) (86)"Monitoring", "radiation monitoring" or 
"radiation protection monitoring" means the 
measurement of radiation levels, 
concentrations, surface area concentrations or 
quantities of radioactive material and the use 
of the results of these measurements to 
evaluate potential exposures and doses. 

(85)(87) "Natural radioactivity" means radioactivity of 
naturally occurring nuclides. 

(86)(88) "Negative pressure respirator" means a tight-
fitting respirator in which the air pressure 
inside the facepiece is negative during 
inhalation with respect to the ambient air 
pressure outside of the respirator. 

(87)(89) "Nonstochastic effect" means health effects, 
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 (also called 
a deterministic effect). 

(88)(90) "NRC" means the United States Nuclear 
Regulatory Commission or its authorized 
representatives. 

(89)(91) "Occupational dose" means the dose received 
by an individual in the course of employment 
in which the individual's assigned duties 
involve exposure to radiation or radioactive 
material from licensed and unlicensed sources 
of radiation, whether in the possession of the 
licensee or registrant or other person. 
Occupational dose does not include dose 
received from background radiation, as a 
patient from medical practices, from exposure 
to individuals administered radioactive 
material and released in accordance with Rule 
.0358 of this Chapter, from voluntary 
participation in medical research programs, or 
as a member of the general public. 

(90)(92) "Particle accelerator" means any machine 
capable of accelerating electrons, protons, 
deuterons, or other charged particles. particles, 
in a vacuum and of discharging the resultant 
particulate or other radiation into a medium at 
energies usually in excess of 1 megaelectron 
volt.  For purposes of this definition, 
"accelerator" is an equivalent term. 

(91)(93) "Person" has the meaning as defined in G.S. 
104E-5(11). 

(92)(94) "Personnel monitoring equipment" means 
devices, such as film badges, pocket 
dosimeters, and thermoluminescent 
dosimeters, designed to be worn or carried by 
an individual for the purpose of estimating the 
dose received by the individual. 

(93)(95) "Pharmacist" means a person licensed by this 
state North Carolina to practice pharmacy. 
pharmacy (21 NCAC 46 .1500). 

(94)(96) "Physician" means an individual licensed to 
practice medicine in this state.North Carolina 
(G.S. Chapter 90, Article 1). 

(95)(97) "Planned special exposure" means an 
infrequent exposure to radiation, separate from 
and in addition to the annual dose limits. limits 
as defined in Rule .1608 of this Chapter. 

(96)(98) "Positive pressure respirator" means a 
respirator in which the pressure inside the 
respiratory inlet covering exceeds the ambient 
air pressure outside the respirator. 
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(99) "Positron Emission Tomography (PET) 
radionuclide production facility" means a 
facility operating an accelerator or a cyclotron 
for the purpose of producing PET 
radionuclides.  

(97)(100) "Powered air-purifying respirator (PAPR)" 
means an air-purifying respirator that uses a 
blower to force the ambient air through air-
purifying elements to the inlet covering. 

(98)(101) "Prescribed dosage" means the specified 
activity or range of activity of unsealed 
radioactive material as documented: 
(a) In a written directive; or 
(b) In accordance with the directions of 

an authorized user. 
(99)(102) "Prescribed dose" means: 

(a) for teletherapy or accelerator 
radiation: 
(i) the total dose; and 
(ii) the dose per fraction as 

documented in the written 
directive; 

(b) for brachytherapy: 
(i) the total source strength and 

exposure time; or 
(ii) the total dose, as 

documented in the written 
directive;  

(c) for gamma stereotactic radiosurgery, 
the total dose as documented in the 
written directive; or 

(d) for remote brachytherapy 
afterloaders, the total dose and dose 
per fraction as documented in a 
written directive. 

(100)(103) "Pressure demand respirator" means a 
positive pressure atmosphere-supplying 
respirator that admits breathing air to the 
facepiece when the positive pressure is 
reduced inside the facepiece by inhalation. 

(101)(104) "Public dose" means the dose received by a 
member of the public from exposure to 
radiation or radioactive material released by a 
licensee or registrant, or to another source of 
radiation within a licensee's or registrant's 
control.  It does not include occupational dose 
or doses received from background radiation, 
as a patient from medical practices, from 
exposure to individuals administered 
radioactive material and released in 
accordance with Rule .0358 of this Chapter, or 
from voluntary participation in medical 
research programs. 

(102)(105) "Qualitative fit test (QLFT)" means a 
pass/fail fit test to assess the adequacy of 
respirator fit that relies on the individual's 
response to the test agent. 

(103)(106) "Quality factor" (Q) means the modifying 
factor that is used to derive dose equivalent 

from absorbed dose. Quality factors are 
provided in the definition of rem in this Rule. 

(104)(107) "Quantitative fit test (QNFT)" means an 
assessment of the adequacy of respirator fit by 
numerically measuring the amount of leakage 
into the respirator. 

(105)(108) "Quarter" means a period of time equal to 
one-fourth of the year observed by the licensee 
or registrant (approximately 13 consecutive 
weeks), providing that the beginning of the 
first quarter in a year coincides with the 
starting date of the year and that no day is 
omitted or duplicated in consecutive quarters. 

(106)(109) Quarterly" means either: 
(a) at intervals not to exceed 13 weeks; 

or 
(b) once per 13 weeks at about the same 

time during each 13 week period 
(completed during the same month of 
the quarter (first month, second 
month or third month) each quarter 
over a time period of several quarters. 

(107)(110) "Rad" is the special unit of absorbed dose.  
One rad is equal to an absorbed dose of 100 
ergs/gram or 0.01 joule/kilogram (0.01 gray). 

(108)(111) "Radiation" (ionizing radiation), except as 
otherwise defined in Section .1400 of this 
Chapter, has the meaning as defined in G.S. 
104E-5(12). 

(109)(112) "Radiation area" means an area, accessible 
to individuals, in which radiation levels could 
result in an individual receiving a dose 
equivalent in excess of 0.005 rem (0.05 mSv) 
in one hour at 30 centimeters from the 
radiation source or from any surface that the 
radiation penetrates. 

(110)(113) "Radiation dose" means dose. 
(111)(114) "Radiation machine" has the meaning as 

defined in G.S. 104E-5(13). 
(112)(115) "Radiation safety officer" means one who 

has the knowledge and responsibility to apply 
appropriate radiation protection rules. 

(113)(116) "Radioactive material" has the meaning as 
defined in G.S. 104E-5(14). 

(114)(117) "Radioactive waste disposal facility" means 
any low-level radioactive waste disposal 
facility, as defined in G.S. 104E-5(9c), 
established for the purpose of receiving 
low-level radioactive waste, as defined in Rule 
.1202 of this Chapter, generated by another 
licensee for the purpose of disposal. 

(115)(118)"Radioactive waste processing facility" 
means any low-level radioactive waste facility, 
as defined in G.S. 104E-5(9b), established for 
the purpose of receiving waste, as defined in 
this Rule, generated by another licensee to be 
stored, compacted, incinerated or treated. 
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(116)(119) "Radioactivity" means the disintegration of 
unstable atomic nuclei by emission of 
radiation. 

(117)(120) "Radiobioassay" means bioassay. 
(118)(121) "Reference man" means a hypothetical 

aggregation of human physical and 
physiological characteristics arrived at by 
international consensus as published by the 
International Commission on Radiological 
Protection. These characteristics may be used 
by researchers and public health workers to 
standardize results of experiments and to relate 
biological insult to a common base. 

(119)(122) "Registrant" means any person who is 
registered with the agency as required by 
provisions of these Rules or the Act. 

(120)(123) "Registration" means registration with the 
agency in accordance with these Rules. 

(121)(124) "Regulations of the U.S. Department of 
Transportation" means the regulations in 49 
CFR Parts 100-189. 

(122)(125) "Rem" is the special unit of any of the 
quantities expressed as dose equivalent.  The 
dose equivalent in rems is equal to the 
absorbed dose in rads multiplied by the quality 
factor (1 rem = 0.01 sievert).  As used in this 
Chapter, the quality factors for converting 
absorbed dose to dose equivalent are as 
follows: 

  

   QUALITY FACTORS AND ABSORBED DOSE EQUIVALENCIES 
  
TYPE OF RADIATION   Quality Factor    Absorbed 
           (Q)      Dose Equal 
          to a Unit 
          Dose Equivalenta 
  
X-, gamma, or beta radiation          1     1 
Alpha particles, multiple-charged 
particles, fission fragments 
and heavy particles of unknown 
charge           20     0.05 
Neutrons of unknown energy        10     0.1 
High-energy protons         10     0.1 
  
a Absorbed dose in rad equal to one rem or the absorbed dose in gray equal to one sievert. 
  
If it is more convenient to measure the neutron fluence rate than to determine the neutron dose equivalent rate in rems per hour or 
sieverts per hour, one rem (0.01 Sv) of neutron radiation of unknown energies may, for purposes of the rules of this Chapter, be 
assumed to result from a total fluence of 25 million neutrons per square centimeter incident upon the body. 
If sufficient information exists to estimate the approximate energy distribution of the neutrons, the licensee or registrant may use the 
fluence rate per unit dose equivalent or the appropriate Q value from the following table to convert a measured tissue dose in rads to 
dose equivalent in rems: 
  
   MEAN QUALITY FACTORS, Q, AND FLUENCE PER UNIT DOSE 
    EQUIVALENT FOR MONOENERGETIC NEUTRONS 
 
      Neutron  Quality   Fluence per Unit 
      Energy  Factora   Dose Equivalentb 
      (MeV)   (Q)   (neutrons cm-2 rem-1) 
  
(thermal)  2.5 x 10-8   2    980 x 106 
    1 x 10-7     2    980 x 106 
    1 x 10-6    2    810 x 106 
    1 x 10-5       2    810 x 106 
   1 x 10-4    2    840 x 106 
    1 x 10-3    2   980 x 106 
    1 x 10-2    2.5    1010 x 106 
    1 x 10-1    7.5    170 x 106 
    5 x 10-1     11    39 x 106 
    1    11    27 x 106 
   2.5    9    29 x 106 
    5    8    23 x 106 
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    7    7    24 x 106 
   10    6.5    24 x 106 
    14    7.5    17 x 106 
    20    8    16 x 106 
    40    7    14 x 106 
    60   5.5    16 x 106 
    1 x 102    4    20 x 106 
    2 x 102    3.5    19 x 106 
    3 x 102   3.5    16 x 106 
    4 x 102    3.5    14 x 106 
 
a Value of quality factor (Q) at the point where the dose equivalent is maximum in a 30-cm diameter cylinder tissue-equivalent  
phantom. 
b Monoenergetic neutrons incident normally on a 30-cm diameter cylinder tissue-equivalent phantom. 

(123)(126) Research and development" means: 
(a) theoretical analysis, exploration, or 

experimentation; or 
(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. 

 Research and development does not include 
the internal or external administration of 
radiation or radioactive material to human 
beings. 

(124)(127)"Residual radioactivity" means radioactivity 
in structures, materials, soils, groundwater, 
and other media at a site resulting from 
activities under the licensee's control.  This 
includes radioactivity from all licensed and 
unlicensed sources used by the licensee, but 
excludes background radiation.  It also 
includes radioactive materials remaining at the 
site as a result of routine or accidental releases 
of radioactive material at the site and previous 
burials at the site, even if the burials were 
made in accordance with the provisions of 
Section .1600 of this Chapter. 

(125)(128)"Respiratory protective device" means an 
apparatus, such as a respirator, used to reduce 
the individual's intake of airborne radioactive 
materials. 

(126)(129)"Restricted area" means an area, access to 
which is controlled by the licensee or 
registrant for purposes of protecting 
individuals against undue risks from exposure 
to radiation and radioactive materials.  
Restricted area does not include areas used as 
residential quarters, but separate rooms in a 
residential building may be set apart as a 
restricted area. 

(127)(130)"Roentgen" (R) means the special unit of 
exposure.  One roentgen equals 2.58 x 10-4 
coulombs/kilogram of air. 

(128)(131)"Sanitary sewerage" means a system of 
public sewers for carrying off waste water and 
refuse, but excluding sewage treatment 
facilities, septic tanks, and leach fields owned 
or operated by the licensee. 

(129)(132)"Sealed source" means radioactive material 
that is permanently bonded, fixed or 
encapsulated so as to prevent release and 
dispersal of the radioactive material under the 
most severe conditions which are likely to be 
encountered in normal use and handling. 
encased in a capsule designed to prevent 
leakage or escape of the radioactive material. 

(130)(133)"Sealed source and device registry" means 
the national registry that contains all the 
registration certificates, generated by both 
NRC and the Agreement States, that 
summarize the radiation safety information for 
the sealed sources and devices and describe 
the licensing and use conditions approved for 
the product. 

(131)(134)"Self-contained breathing apparatus 
(SCBA)" means an atmosphere-supplying 
respirator for which the breathing air source is 
designed to be carried by the user. 

(132)(135)"Semiannually" means either: 
(a) at intervals not to exceed six months; 

or 
(b) once per six months at about the same 

time during each six month period 
(completed during the sixth month of 
each six month period over multiple 
six month periods). 

(133)(136)"Shallow-dose equivalent" (Hs), which 
applies to the external exposure of the skin of 
the whole body or the skin of an extremity, is 
taken as the dose equivalent at a tissue depth 
of 0.007 centimeter (7 mg/cm2).  

(134)(137)"SI unit" means a unit of measure from the 
International System of Units as established by 
the General Conference of Weights and 
Measures. 

(135)(138)"Sievert" is the SI unit of any of the 
quantities expressed as dose equivalent.  The 
dose equivalent in sieverts is equal to the 
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absorbed dose in grays multiplied by the 
quality factor (1 Sv = 100 rems). 

(136)(139)"Site boundary" means that line beyond 
which the land or property is not owned, 
leased, or otherwise controlled by the licensee 
or registrant. 

(137)(140)"Source material" has the meaning as 
defined in G.S. 104E-5(15). 

(138)(141)"Source of radiation" means any radioactive 
material, or any device or equipment emitting 
or capable of producing radiation. 

(139)(142)"Special form radioactive material" means 
radioactive material which satisfies the 
following conditions: 
(a) It is either a single solid piece or is 

contained in a sealed capsule that can 
be opened only by destroying the 
capsule; 

(b) The piece or capsule has at least one 
dimension not less than five 
millimeters (0.197 inch); and 

(c) It satisfies the test requirements 
specified by the U.S. Nuclear 
Regulatory Commission, Subpart F of 
10 CFR Part 71, and the tests 
prescribed in Rule .0114 of this 
Section.  A special form 
encapsulation designed in accordance 
with the U.S. Nuclear Regulatory 
Commission requirements, Subpart F 
of 10 CFR Part 71, in effect on June 

30, 1984, and constructed prior to 
July 1, 1985, may continue to be 
used. A special form encapsulation 
either designed or constructed after 
June 30, 1985, must meet 
requirements of this definition 
applicable at the time of its design or 
construction. 

(140)(143)"Special nuclear material" has the meaning 
as defined in G.S. 104E-5(16). 

(141)(144)"Special nuclear material in quantities not 
sufficient to form a critical mass" means 
uranium enriched in the isotope uranium-235 
in quantities not exceeding 350 grams of 
contained uranium-235; uranium-233 in 
quantities not exceeding 200 grams; plutonium 
in quantities not exceeding 200 grams; or any 
combination of uranium-235, uranium 
enriched in uranium-235 and plutonium in 
accordance with the following formula:  For 
each kind of special nuclear material, 
determine the ratio between the quantity of 
that special nuclear material and the quantity 
specified in this Rule for the same kind of 
special nuclear material.  The sum of these 
ratios for all the kinds of special nuclear 
material in combination shall not exceed unity.  
For example, the following quantities in 
combination would not exceed the limitations 
and are within the formula, as follows: 

 
    

175 (gram contained U-235) + 50 (grams U-233) +  50 (grams Pu)   is   < or = 1 
   350              200          200 
  

(142)(145)"State" means the State of North Carolina. 
(143)(146)"Stochastic effects" means health effects that 

occur randomly and for which the probability 
of the effect occurring, rather than its severity, 
is assumed to be a linear function of dose 
without threshold.  Hereditary effects and 
cancer incidence are examples of stochastic 
effects. 

(144)(147)"Supplied-air respirator (SAR or airline 
respirator)" means an atmosphere-supplying 
respirator for which the source of breathing air 
is not designed to be carried by the user. 

(145)(148)"Survey" means an evaluation of the 
radiological conditions and potential hazards 
incident to the production, use, transfer, 
release, disposal, or presence of sources of 
radiation.  When appropriate, such an 
evaluation includes a physical survey of the 
location of sources of radiation and 
measurements or calculations of levels of 
radiation, or concentrations or quantities of 
radioactive material present. 

(146)(149)"These Rules" means Chapter 11 of this 
Title. 

(147)(150)"Tight-fitting facepiece" means a respiratory 
inlet covering that forms a complete seal with 
the face. 

(148)(151)"To the extent practicable" means to the 
extent feasible or capable of being done or 
carried out with reasonable effort. effort, 
taking into account the state of technology, the 
economics of improvements in relation to 
benefits to the public health and safety, and 
other societal and socioeconomic 
considerations. 

(149)(152)"Total effective dose equivalent" (TEDE) 
means the sum of the deep-dose effective dose 
equivalent (for external exposures) and the 
committed effective dose equivalent (for 
internal exposures). 

(150)(153)"Toxic or hazardous constituent of the 
waste" means the nonradioactive content of 
waste which, notwithstanding the radioactive 
content, would be classified as "hazardous 
waste" as defined in G.S. 130A-290(8). 

(151)(154)"Type A quantity" means a quantity of 
radioactive material, the aggregate 
radioactivity of which does not exceed A1 for 
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special form radioactive material or A2 for 
normal form radioactive material, where A1 
and A2 are given in Rule .0113 of this Section 
or may be determined by procedures described 
in Rule .0113 of this Section.  All quantities of 
radioactive material greater than a Type A 
quantity are Type B. 

(152)(155)"Unit dosage" means a dosage intended for 
medical use in an individual that has been 
obtained from a manufacturer or preparer 
licensed pursuant to 10 CFR 32.72 or 
equivalent agreement state requirements. 

(153)(156)"Unrefined and unprocessed ore" means ore 
in its natural form prior to any processing, 
such as grinding, roasting, beneficiating, or 
refining. 

(154)(157)"Unrestricted area" means an area, access to 
which is neither limited nor controlled by the 
licensee or registrant. 

(155)(158)"User seal check (fit check)" means an 
action conducted by the respirator user to 
determine if the respirator is properly seated to 
the face.  Examples include negative pressure 
check, positive pressure check, irritant smoke 
check, or isoamyl acetate check.  

(156)(159)"Very high radiation area" means an area, 
accessible to individuals, in which radiation 
levels from sources external to the body could 
result in an individual receiving an absorbed 
dose in excess of 500 rads (5 grays) in one 
hour at one meter from a radiation source or 
from any surface that the radiation penetrates. 
At very high doses received at high dose rates, 
units of absorbed dose (e.g., rads and grays) 
are appropriate, rather than units of dose 
equivalent (e.g., rems and sieverts). 

(157)(160)"Waste" means low-level radioactive waste 
as defined in G.S. 104E-5(9a) and includes 
those low-level radioactive wastes containing 
source, special nuclear, or radioactive material 
that are acceptable for disposal in a land 
disposal facility.  For purposes of this 
definition, low-level waste means radioactive 
waste not classified as high-level radioactive 
waste, transuranic waste, spent nuclear fuel, or 
byproduct material as defined in Sub-items 
(21)(b), (c), and (d) of the definition of 
"Byproduct Material" set forth in this Rule, 
and licensed naturally occurring and 
accelerator produced radioactive material 
which is not subject to regulation by the U.S. 
Nuclear Regulatory Commission under the 
Atomic Energy Act of 1954, as amended, 
except as defined differently in Rule .1202 of 
this Chapter. 

(158)(161)"Waste, Class A" is defined in Rule .1650 of 
this Chapter. 

(159)(162)"Waste, Class B" is defined in Rule .1650 of 
this Chapter. 

(160)(163)"Waste, Class C" is defined in Rule .1650 of 
this Chapter. 

(161)(164)"Week" means seven consecutive days 
starting on Sunday. 

(162)(165)"Weighting factor", wT, for an organ or 
tissue (T) is the proportion of the risk of 
stochastic effects resulting from irradiation of 
that organ or tissue to the total risk of 
stochastic effects when the whole body is 
irradiated uniformly.  For calculating the 
effective dose equivalent, the values of wT are: 

  
ORGAN DOSE WEIGHTING FACTORS 

  
Organ or 
Tissue       wT 
Gonads       0.25 
Breast      0.15 
Red bone marrow     0.12 
Lung      0.12 
Thyroid      0.03 
Bone surfaces     0.03 
Remainder     0.30a 
Whole body     1.00b 
  
a 0.30 results from 0.06 for each of 5 "remainder" organs 
(excluding the skin and the lens of the eye) that receive the 
highest doses. 
b For the purpose of weighting the external whole body dose (for 
adding it to the internal dose), a single weighting factor, wT = 
1.0, has been specified. 

(163)(166)"Whole body" means, for purposes of 
external exposure, head, trunk (including male 
gonads), arms above the elbow, or legs above 
the knee. 

(164)(167)"Worker" means an individual engaged in 
work under a license or registration issued by 
the agency and controlled by a licensee or 
registrant, but does not include the licensee or 
registrant. 

(165)(168)"Working level" (WL) is any combination of 
short-lived radon daughters (for radon-222: 
polonium-218, lead-214, bismuth-214, and 
polonium-214; and for radon-220: polonium-
216, lead-212, bismuth-212, and polonium-
212) in one liter of air that will result in the 
ultimate emission of 1.3 x 105 MeV of 
potential alpha particle energy. 

(166)(169)"Working level month" (WLM) means an 
exposure to one working level for 170 hours. 

(167)(170)"Written directive" 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 a 
radiopharmaceutical or radiation from a 
licensed source, except as specified in Sub-
item (e) of this definition, containing the 
patient or human research subject's name and 
the following information: 
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(a) for the administration of greater than 
30 microcuries (1.11 Megabecquerels 
(MBq)) of sodium iodide I-131, the 
dosage; 

(b) for the therapeutic administration of a 
radiopharmaceutical other than 
sodium iodide I-131: 
(i) radionuclide; 
(ii) dosage; and 
(iii) route of administration; 

(c) for teletherapy or accelerator 
radiation therapy: 
(i) total dose; 
(ii) dose per fraction; 
(iii) treatment site; and 
(iv) number of fractions; 

(d) for high-dose-rate remote afterloading 
brachytherapy: 
(i) radionuclide; 
(ii) treatment site;  
(iii) dose per fraction 
(iv) number of fractions; and 
(v) total dose; 

(e) for all other brachytherapy: 
(i) prior to implantation: 

(A) radionuclide; 
(B) treatment site; and 
(C) dose; and 

(ii) after implantation: 
(A) radionuclide; 
(B) treatment site; 
(C) number of sources; 
(D) total source 

strength and 
exposure time; and 

(E) total dose; and 
(f) for gamma stereotactic radiosurgery: 

(i) the total dose; 
(ii) treatment site; and 
(iii) values for the target 

coordinate settings per 
treatment for each 
anatomically distinct 
treatment site. 

(168)(171)"Year" means the period of time beginning 
in January used to determine compliance with 
the provisions of Section .1600 of this 
Chapter. The licensee or registrant may change 
the starting date of the year used to determine 
compliance by the licensee or registrant 
provided that the change is made at the 
beginning of the year and that no day is 
omitted or duplicated in consecutive years. 

 
Authority G.S. 104E-7(a)(2). 
 
 
 
 

15A NCAC 11 .0105  OTHER DEFINITIONS 
Definitions of certain other words and phrases as used in these 
Rules are set forth in Sections .0300, .0500, .0600, .0800, .1200, 
.1300, .1400, and .1500 of this Chapter.  
 
Authority G.S. 104E-7. 
 
15A NCAC 11 .0117 INCORPORATION BY  
REFERENCE 
(a)  For the purpose of the rules in this Chapter, the following 
rules, standards and other requirements are hereby incorporated 
by reference including any subsequent amendments and editions: 

(1) Appendix A, Appendix B, Appendix C, and 
Appendix G to 10 CFR Parts 20.1001 - 
20.2401; 

(2) 10 CFR Part 21, 10 CFR Part 30.1, 30.4, 
30.10, 10 CFR Part 31, Part 31 except 31.5, 10 
CFR Part 32.2, 32.13, 32.24, 32.110, 32.201, 
32.210, 10 CFR Part 32, Subpart J of 10 CFR 
Part 35, 10 CFR 35.50, 35.51, 35.55, 35.57, 
35.59, 35.190, 35.290, 35.390, 35.392, 35.394, 
35.396, 35.432, 35.433, 35.457, 35.490, 
35.491, 35.500, 35.590, Subpart H of 10 CFR 
Part 35, 35.1000, 10 CFR Part 36, 10 CFR Part 
40 except 40.12(b), 40.23, 40.27, 40.28, 
40.31(j-m), 40.32(d), and parts of (e) 
pertaining to uranium enrichment, and (g), 
40.33, 40.38, 40.41(d), (e)(1), (e)(3), (g), (h), 
40.51(b)(6), 40.64, 40.66-67; and 10 CFR Part 
50; 

(3) 10 CFR Part 61, 10 CFR Part 70, 10 CFR Part 
71, 10 CFR Part 73, 10 CFR Part 110, 10 CFR 
Part 140 and 10 CFR Part 150; 

(3) 10 CFR Part 61 except 61.16, 61.23(i),(j), 10 
CFR Part 70 except 70.1 (c), (d), (e), 70.13-14, 
70.20(a), (b), 70.21(a)(1), (c), (f-h), 70.22(b), 
(c), (f-n), 70.23 (a)(6-12), (b), 70.23a, 70.24, 
70.25(a)(1), 70.31(c-e), 70.32(a)(1), (a)(4-7), 
(b)(1), (b)(3), (b)(4)(c-k), 70.37, 70.40, 
70.42(b)(6), 70.44, 70.51(c), 70.52, 70.55(c), 
70.59-62, 70.64-66, 70.72-74, 70.76, 70.82, 10 
CFR Part 71.0, 71.1, 71.2, 71.3, 71.13, 71.4, 
71.5, 71.8, 71.14(a), 71.15, 71.17(a) – (e), 
71.20, 71.21, 71.22, 71.23, 71.47, Subpart G 
of 10 CFR Part 71, 10 CFR 71.101(a) – (c)(1), 
71.101(f), 71.101(g), 71.103, 71.105, 71.127, 
71.129, 71.131, 71.133, 71.135, 71.137, 
Appendix A to 10 CFR Part 71, and 10 CFR 
Part 150 except 150.3 Definition: Foreign 
Obligations, 150.7, 150.10, 150.14, 150.15, 
150.15a, 150.16-17, 150.17a, 150.19, 150.21; 

(4) 21 CFR Part 1010, 21 CFR Part 1020 and 21 
CFR Part 1040; 

(5) 39 CFR Part 14 and 39 CFR Part 15; 
(6) Postal Service Manual (Domestic Mail 

Manual) Section 124.3 [incorporated by 
reference in 39 CFR Section 111.11]; 

(7) 40 CFR Part 261; 
(8) 49 CFR Parts 100-189; 
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(9) "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; 

(10) "Standards and Specifications for Geodetic 
Control Networks (September 1984); 

(11) "Geometric Geodetic Survey Accuracy 
Standards and Specifications for Geodetic 
Surveys Using GPS Relative Positioning 
Techniques"; 

(12) "Reference Man:  Anatomical, Physiological 
and Metabolic Characteristics" (ICRP 
Publication No. 23) of the International 
Commission on Radiological Protection; 

(13) "10 CFR, Chapter 1, Commission Notices, 
Policy Statements, Agreement States, 46 FR 
7540"; and 

(14) American National Standard N432-1980 
N43.9"Radiological Safety for the Design and 
Construction of Apparatus for Gamma 
Radiography". 

(b)  The rules, standards and other requirements incorporated by 
reference in Paragraph (a) of this Rule are available for 
inspection at the Department of Environment and Natural 
Resources, Division of Radiation Protection Agency at the 
address listed in Rule .0111 of this Section.  Except as noted in 
the Subparagraphs of this Paragraph, copies of the rules, 
standards and other requirements incorporated by reference in 
Paragraph (a) of this Rule may be obtained from the 
Superintendent of Documents, U.S. Government Printing Office, 
Washington, D.C.  20402 at a cost as follows: 

(1) Three dollars ($3.00) for the appendixes listed 
in Subparagraph (a)(1) of this Rule, available 
from the Division of Radiation Protection; 
Agency; 

(2 Twenty-five Sixty-Seven dollars ($25.00) 
($67.00)for the regulations listed in 
Subparagraph (a)(2) of this Rule in a volume 
containing 10 CFR Parts 0-501-50; 

(3) Eighteen dollars Sixty-Four($18.00) ($64.00) 
for the regulations listed in Subparagraph 
(a)(3) of this Rule in a volume containing 10 
CFR Parts 51-199; 

(4) Eighteen dollars Sixty-Six($18.00) ($66.00) 
for the regulations listed in Subparagraph 
(a)(4) of this Rule in a volume containing 21 
CFR Parts 800-1299; 

(5) Sixteen dollars Forty-Seven($16.00) ($47.00) 
for the regulations listed in Subparagraph 
(a)(5) of this Rule in a volume containing 39 
CFR; 

(6) Thirty-six dollars ($36.00) for the manual 
listed in Subparagraph (a)(6) of this Rule; 
http://pe.usps.gov/text/dmm300/dmm300_land
ing.htm 

(7) Thirty-one Fifty-Six dollars ($31.00) ($56.00) 
for the regulations listed in Subparagraph 
(a)(7) of this Rule in a volume containing 40 
CFR Parts 260-299; 

(8) For the regulations listed in Subparagraph 
(a)(8) of this Rule: 
(A) Twenty-three Seventy dollars 

($23.00) ($70.00) for a volume 
containing 49 CFR Parts 100-177; 
and 

(B) Seventeen Seventy dollars ($17.00) 
($70.00) for a volume containing 49 
CFR Parts 178-199; 

(9) One dollar ($1.00) for the agreement in 
Subparagraph (a)(9) of this Rule, available 
from the Division of Radiation Protection; 
Agency; 

(10) Two dollars and eighty-five cents ($2.85) for 
the standards and specifications in 
Subparagraph (a)(10) of this Rule, available 
from the National Geodetic Information 
Center, N/CG174, Rockwall Building, Room 
24, National Geodetic Survey, NOAA, 
Rockville, MD 20852; 

(11) Two dollars and eighty-five cents ($2.85) for 
the standards and specifications in 
Subparagraph (a)(11) of this Rule, available 
from the National Geodetic Information 
Center, NCG174, Rockwall Building, Room 
24, National Geodetic Survey, NOAA, 
Rockville, MD 20852; 

(12) One hundred and five Two Hundred Eighteen 
dollars ($105.00) ($218.00) for the ICRP 
Publication No. 23 in Subparagraph (a)(12) of 
this Rule, available from Pergamon Press, Inc., 
Maxwell House, Fairview Park, Elmsford, NY 
10523; 

(13) Two dollars ($2.00) for the document in 
Subparagraph (a)(13) of this Rule, available 
from the Division of Radiation Protection; 
Agency; 

(14) Thirty-eight dollars Twenty-Five plus five 
dollars shipping and handling ($43.00) 
($30.00) for the American National Standard 
N432-1980 N43.9in Subparagraph (a)(14) of 
this Rule, available from the American 
National Standards Institute, Inc., 1430 
Broadway, New York, New York 10018, 
telephone number (212) 642-4900. 

(c)  Nothing in this incorporation by reference of 10 CFR Part 61 
in Subparagraph (a)(3) of this Rule shall limit or affect the 
continued applicability of G.S. 104E-25(a) and (b). 
 
Authority G.S. 104E-7; 104E-15(a); 150B-21.6. 
 

SECTION .0300 - LICENSING OF RADIOACTIVE 
MATERIAL 
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15A NCAC 11 .0301 PURPOSE AND SCOPE 
(a)  This Section provides for the licensing of radioactive 
material. No person shall receive, possess, use, transfer, own 
own, manufacture and produce, or acquire radioactive material 
except as authorized in a specific or general license issued 
pursuant to, or as otherwise provided in, this Section. 
(b)  In addition to the requirements of this Section, 

(1) All licensees are subject to the requirements of 
Sections .1000 and .1600 of this Chapter, 
except as otherwise provided in the rules of 
this Section; 

(2) Licensees engaged in industrial radiographic 
operations are subject to the requirements of 
Section .0500 of this Chapter; 

(3) Licensees using sealed sources in the healing 
arts are subject to the requirements of Section 
.0700 of this Chapter; 

(4) Licensees engaged in the operation of 
radioactive waste disposal facilities are subject 
to the requirements of Section .1200 of this 
Chapter; 

(5) Licensees engaged in well-logging operations 
are subject to the requirements of Section 
.1300 of this Chapter; and 

(6) Licensees engaged in the operation of 
panoramic and underwater irradiators are 
subject to the requirements of Section .0100 of 
this Chapter. 

(c)  In addition to the requirements of this Section, all licensees 
are subject to the annual fee provisions contained in Section 
.1100 of this Chapter. 
(d)  The rules in this Section do not apply to persons licensed 
pursuant to the rules in Section .1200 of this Chapter except as 
specifically provided otherwise in Section .1200. 

 
Authority G.S. 104E-7; 104E-9(8); 104E-10(b); 104E-19. 
 
15A NCAC 11 .0303 EXEMPT CONCENTRATIONS:  
OTHER THAN SOURCE MATERIAL 
(a)  No person shall introduce radioactive material into a product 
or material knowing or having reason to believe that it will be 
transferred to persons exempt under Paragraph (b)(d) of this 
Rule or equivalent regulations of the U.S. Nuclear Regulatory 
Commission or any agreement state, except in accordance with a 
specific license issued pursuant to Rule .0325 of this Section. 10 
CFR 32.11. 
(b)  A manufacturer, processor, or producer of a product or 
material is exempt from the requirements for a license set forth 
in these rules to the extent that this person transfers radioactive 
material contained in a product or material in concentrations not 
in excess of those specified in Paragraph (d) of this Rule, and 
introduced into the product or material by a licensee holding a 
specific license issued by the US Nuclear Regulatory 
Commission expressly authorizing such introduction.  This 
exemption does not apply to the transfer of byproduct material 
contained in any food, beverage, cosmetic, drug, or other 
commodity designed for ingestion or inhalation by, or 
application to, a human being.   
(c)  This Rule shall not be deemed to authorize the import of 
radioactive material or products containing radioactive material. 
(b)(d)  Except as provided in Paragraph (a) and (b) of this Rule, 
any person is exempt from these Rules to the extent that such 
person receives, possesses, uses, transfers, owns, or acquires 
products or materials containing radioactive material in 
concentrations not in excess of those listed in the following 
table:  
 

     EXEMPT CONCENTRATIONS 
 
           Column II 
       Column I    Liquid and 
       Gas     solid 
Element       concentration   concentration 
(atomic number)   Isotope   microcurie/ml   microcurie/ml 
Antimony (51)   Sb 122       3X10-4 
    Sb 124       2X10-4 
    Sb 125       1X10-3 
Argon (18)    Ar 37   1X10-3 
    Ar 41   4X10-7 
Arsenic (33)   As 73       5X10-3 
    As 74       5X10-4 
    As 76       2X10-4 
    As 77        8X10-4 
Barium (56)   Ba 131        2X10-3 
    Ba 140         3X10-4 
Beryllium (4)   Be 7       2X10-2 
Bismuth (83)   Bi 206       4X10-4 
Bromine (35)   Br 82   4X10-7    3X10-3 
Cadmium (48)   Cd 109       2X10-3 
    Cd 115m      3X10-4 
    Cd 115       3X10-4 
Calcium (20)    Ca 45       9X10-5 
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    Ca 47       5X10-4 
Carbon (6)   C 14   1X10-6    8X10-3 
Cerium (58   Ce 141       9X10-4 
    Ce 143       4X10-4 
    Ce 144       1X10-4 
Cesium (55)   Cs 131       2X10-2 
    Cs 134m         6X10-2 
    Cs 134       9X10-5 
Chlorine (17)   Cl 38   9X10-7    4X10-3 
Chromium (24)   Cr 51       2X10-2 
Cobalt (27)   Co 57       5X10-3 
    Co 58       1X10-3 
    Co 60       5X10-4 
Copper (29)   Cu 64       3X10-3 
Dysprosium (66)   Dy 165       4X10-3 
    Dy 166       4X10-4 
Erbium (68)   Er 169       9X10-4 
    Er 171       1X10-3 
Europium (63)   Eu 152       6X10-4 
    (T1/2 =9.2 Hrs.) 
    Eu 155       2X10-3 
Fluorine (9)   F 18   2X10-6    8X10-3 
Gadolinium (64)   Gd 153       2X10-3 
    Gd 159       8X10-4 
Gallium (31)   Ga 72       4X10-4 
Germanium (32)   Ge 71       2X10-2 
Gold (79)   Au 196       2X10-3 
    Au 198       5X10-4 
    Au 199       2X10-3 
Hafnium (72)   Hf 181       7X10-4 
Hydrogen (1)   H 3   5X10-6    3X10-2 
Indium (49)   In 113m       1X10-2 
    In 114m       2X10-4 
Iodine (53)    I 126   3X10-9    2X10-5 
    I 131   3X10-9    2X10-5 
    I 132   8X10-8    6X10-4 
    I 133   1X10-8    7X10-5 
    I 134   2X10-7    1X10-3 
Iridium (77)   Ir 190        2X10-3 
    Ir 192       4X10-4 
    Ir 194       3X10-4 
Iron (26)    Fe 55       8X10-3 
    Fe 59       6X10-4 
Krypton (36)   Kr 85m   1X10-6    1X10-6 
    Kr 85   3X10-6    3X10-6 
Lanthanum (57)   La 140       2X10-4 
Lead (82)   Pb 203       4X10-3 
Lutetium (71)   Lu 177       1X10-3 
Manganese (25)   Mn 52       3X10-4 
    Mn 54       1X10-3 
    Mn 56       1X10-3 
Mercury (80)   Hg 197m      2X10-3 
    Hg 197       3X10-3 
    Hg 203       2X10-4 
Molybdenum (42)  Mo 99       2X10-3 
Neodymium (60)   Nd 147       6X10-3  6X10-4 
    Nd 149       3X10-4  3X10-3 
Nickel (28)   Ni 65       1X10-3 
Niobium(Columbium)(41)  Nb 95       1X10-3 
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    Nb 97       9X10-3 
Osmium (76)   Os 185       7X10-4 
    Os 191m      3X10-2 
    Os 191       2X10-3 
    Os 193       6X10-4 
Palladium (46)   Pd 103       3X10-3 
    Pd 109       9X10-4 
Phosphorus (15)   P 32       2X10-4 
Platinum (78)   Pt 191       1X10-3 
    Pt 193m       1X10-2 
    Pt 197m       1X10-2 
    Pt 197       1X10-3 
Polonium (84)   Po 210       7X10-6 
Potassium (19)   K 42       3X10-3 
Praseodymium (59)  Pr 142       3X10-4 
    Pr 143       5X10-4 
Promethium (61)   Pm 147       2X10-3 
Pm 149       4X10-4 
Radium (88)   Ra 226       1X10-7 
    Ra 228       3X10-7 
Rhenium (75)   Re 183       6X10-3 
    Re 186       9X10-4 
    Re 188       6X10-4 
Rhodium (45)   Rh 103m      1X10-1 
    Rh 105       1X10-3 
Rubidium (37)   Rb 86       7X10-4 
Ruthenium (44)   Ru 97       4X10-3 4X10-4 
    Ru 103       8X10-4 
    Ru 105       1X10-3 
    Ru 106       1X10-4 
Samarium (62)   Sm 153       8X10-4 
Scandium (21)   Sc 46       4X10-4 
    Sc 47       9X10-4 
    Sc 48       3X10-4 
Selenium (34)   Se 75       3X10-3 
Silicon (14)   Si 31       9X10-3 
Silver (47)   Ag 105       1X10-3 
    Ag 110m      3X10-4 
    Ag 111       4X10-4 
Sodium (11)   Na 24       2X10-3 
Strontium (38)   Sr 85       1X10-3 1X10-4 
    Sr 89       1X10-4 
    Sr 91       7X10-4 
    Sr 92       7X10-4 
Sulfur (16)   S 35   9X10-8    6X10-4 
Tantalum (73)   Ta 182       4X10-4 
Technetium (43)   Tc 96m       1X10-1 
    Tc 96       1X10-3 
Tellurium (52)   Te 125m       2X10-3 
    Te 127m       6X10-4  
    Te 127       3X10-3 
    Te 129m       3X10-4 
    Te 131m       6X10-4 
    Te 132       3X10-4 
Terbium (65)   Tb 160       4X10-4 
Thallium (81)   Tl 200       4X10-3 
    Tl 201       3X10-3 
    Tl 202       1X10-3 
    Tl 204       1X10-3 
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Thulium (69)   Tm 170       5X10-4 
    Tm 171       5X10-3 
Tin (50)    Sn 113       9X10-4 
    Sn 125       2X10-4 
Tungsten(Wolfram) (74)  W 181       4X10-3 
    W 187       7X10-4 
Vanadium (23)   V 48       3X10-4 
Xenon (54)   Xe 131m      4X10-6 
    Xe 133       3X10-6 
    Xe 135       1X10-6 
Ytterbium (70)   Yb 175       1X10-3 
Yttrium (39)   Y 90       2X10-4 
    Y 91m       3X10-2 
    Y 91       3X10-4 
    Y 92       6X10-4 
    Y 93       3X10-4 
Zinc (30)   Zn 65       1X10-3 
    Zn 69m       7X10-4 
    Zn 69        2X10-2 
Zirconium (40)    Zr 95       6X10-4 
    Zr 97       2X10-4 
Beta and/or gamma emitting    1X10-10                  1X10-6 
radioactive material not  
listed above with half-life  
less than 3 years 
 
(c)(e)  In Column I of the table, in Paragraph (b) of this Rule, 
values are given only for those materials normally used as gases.  
(d)(f)  In Column II of the table, in Paragraph (b) of this Rule, 
the units, microcuries per gram, are used for solids.  
(e)(g)  Many radioisotopes disintegrate into isotopes which are 
also radioactive.  In expressing the concentrations in Paragraph 
(b) of this Rule, the activity stated is that of the parent isotope 
and takes into account the daughters.  
(f)(h)  For purposes of this Rule, where a combination of 
isotopes is involved, the limit for the combination shall be 
derived as follows:  Determine for each isotope in the product 
the ratio between the concentration present in the product and 
the exempt concentration established in Paragraph (b) of this 
Rule for the specific isotope when not in combination.  The sum 
of the ratios shall not exceed unity.  An example of this is:  
  
Concentration of Isotope A in Product 
Exempt concentration of Isotope A + 
 
Concentration of Isotope B in Product 
Exempt concentration of Isotope B less than or equal to 1 
 
Authority G.S. 104E-7; 104E-10; 104E-20. 
 
15A NCAC 11 .0304 EXEMPT QUANTITIES: OTHER  
THAN SOURCE MATERIAL 
(a)  Any person who possesses radioactive material received or 
acquired under the general license formerly provided in Rule 
.0303(b) of this Section is exempt from the requirements for a 
license set forth in this Section to the extent that such person 
possesses, uses, transfers or owns such radioactive material. 
(b)  This Rule does not authorize the production, packaging or 
repackaging of radioactive material for purposes of commercial 

distribution, or the incorporation of radioactive material into 
products intended for commercial distribution. 
(c)  No person shall, for the purposes of commercial distribution, 
transfer individual quantities of radioactive materials to persons 
exempt from regulation in Paragraph (a) of this Rule except in 
accordance with a specific license issued by: by the U.S. Nuclear 
Regulatory Commission pursuant to Section 32.18 of 10 CFR 
Part 32 for source and byproduct material. 

(1) the U.S. Nuclear Regulatory Commission 
pursuant to Section 32.18 of 10 CFR Part 32 
for source and byproduct material;  

(2)  the agency pursuant to Rule .0326 for 
radioactive material other than source, 
byproduct and special nuclear material; or 

(3)  any agreement state pursuant to equivalent 
regulation for radioactive material other than 
source, byproduct and special nuclear material. 

(d)  Licensees for commercial distribution shall not transfer the 
quantities of radioactive material to persons exempt under 
Paragraph (e)(f) of this Rule if the licensee knows or has reason 
to believe that the recipient will redistribute the quantities to 
persons exempt under Paragraph (e)(f) of this Rule. 
(e)  No person may, for purposes of producing an increased 
radiation level, combine quantities of radioactive material 
covered by this exemption so that the aggregate quantity exceeds 
the limits in Paragraph (f) of this Rule, except for radioactive 
material combined within a device placed in use before May 3, 
1999, or as otherwise permitted by the rules in this Section. 
(e)(f) Except as provided in Paragraphs (b) and (c) of this Rule, 
any person is exempt from the rules of this Chapter to the extent 
that such person receives, possesses, uses, transfers, owns or 
acquires radioactive material in individual quantities each of 
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which does not exceed the applicable quantity set forth in the 
following table: 
 

EXEMPT QUANTITIES 
 
Radioactive Material   Microcuries 
 
Antimony-122 (Sb 122)   100 
Antimony-124 (Sb 124)   10 
Antimony-125 (Sb 125   10 
Arsenic-73 (As 73)   100 
Arsenic-74 (As 74)   10 
Arsenic-76 (As 76)   10 
Arsenic-77 (As 77)   100 
Barium-131 (Ba 131)   10 
Barium-133 (Ba 133)   10 
Barium-140 (Ba 140)   10 
Bismuth-210 (Bi 210)   1 
Bromine-82 (Br 82)   10 
Cadmium-109 (Cd 109)   10 
Cadmium-115m (Cd 115m)  10 
Cadmium-115 (Cd 115)   100 
Calcium-45 (Ca 45)   10 
Calcium-47 (Ca 47)   10 
Carbon-14 (C 14)    100 
Cerium-141 (Ce 141)   100 
Cerium-143 (Ce 143)   100 
Cerium-144 (Ce 144)   1 
Cesium-129 (Cs 129)   100 
Cesium-131 (Cs 131)   1,000 
Cesium-134m (Cs 134m)   100 
Cesium-134 (Cs 134)   1 
Cesium-135 (Cs 135)   10 
Cesium-136 (Cs 136)   10 
Cesium-137 (Cs 137)   10 
Chlorine-36 (Cl 36)   10 
Chlorine-38 (Cl 38)   10 
Chromium-51 (Cr 51)   1,000 
Cobalt-57 (Co 57)    100 
Cobalt-58m (Co 58m)   10 
Cobalt-58 (Co 58)   10 
Cobalt-60 (Co 60)   1 
Copper-64 (Cu 64)   100 
Dysprosium-165 (Dy 165)   10 
Dysprosium-166 (Dy 166)   100 
Erbium-169 (Er 169)   100 
Erbium-171 (Er 171)   100 
Europium-152 (Eu 152) 9.2h  100 
Europium-152 (Eu 152) 13 yr  1 
Europium-154 (Eu 154)   1 
Europium-155 (Eu 155)   10 
Fluorine-18 (F 18)   1,000 
Gadolinium-153 (Gd 153)   10 
Gadolinium-159 (Gd 159)   100 
Gallium-67 (Ga 67)   100 
Gallium-72 (Ga 72)   10 
Germanium-68 (Ge 68)   10 
Germanium-71 (Ge 71)   100 
Gold-195 (Au 195)   10 

Gold-198 (Au 198)   100 
Gold-199 (Au 199)   100 
Hafnium-181 (Hf 181)   10 
Holmium-166 (Ho 166)   100 
Hydrogen-3 (H 3)   1,000 
Indium-111 (In 111)   100 
Indium-113m (In 113m)   100 
Indium-114m (In 114m)   10 
Indium-115m(In 115m)   100 
Indium-115 (In 115)   10 
Iodine-123 (I 123)   100 
Iodine-125 (I 125)   1 
Iodine-126 (I 126)   1 
Iodine-129 (I 129)   0.1 
Iodine-131 (I 131)   1 
Iodine-132 (I 132)   10 
Iodine-133 (I 133)   1 
Iodine-134 (I 134)   10 
Iodine-135 (I 135)   10 
Iridium-192 (Ir 192)   10 
Iridium-194 (Ir 194)   100 
Iron-52 (Fe 52)    10 
Iron-55 (Fe 55)    100 
Iron-59 (Fe 59)    10 
Krypton-85 (Kr 85)   100 
Krypton-87 (Kr 87)   10 
Lanthanum-140 (La 140)   10 
Lutetium-177 (Lu 177)   100 
Manganese-52 (Mn 52)   10 
Manganese-54 (Mn 54)   10 
Manganese-56 (Mn 56)   10 
Mercury-197m (Hg 197m)   100 
Mercury-197 (Hg 197)   100 
Mercury-203 (Hg 203)   10 
Molybdenum-99 (Mo 99)   100 
Neodymium-147 (Nd 147)   100 
Neodymium-149 (Nd 149)   100 
Nickel-59 (Ni 59)    100 
Nickel-63( Ni 63)    10 
Nickel-65 (Ni 65)    100 
Niobium-93m (Nb 93m)   10 
Niobium-95 (Nb 95)   10 
Niobium-97 (Nb 97)   10 
Osmium-185 (Os 185)   10 
Osmium-191m (Os 191m)   100 
Osmium-191 (Os 191)   100 
Osmium-193 (Os 193)   100 
Palladium-103 (Pd 103)   100 
Palladium-109 (Pd 109)   100 
Phosphorus-32 (P 32)   10 
Platinum-191 (Pt 191)   100 
Platinum-193m (Pt 193m)   100 
Platinum-193 (Pt 193)   100 
Platinum-197m (Pt 197m)   100 
Platinum-197 (Pt 197)   100 
Polonium-210 (Po 210)   0.1 
Potassium-42 (K 42)   10 
Potassium-43 (K 43)   10 
Praseodymium-142 (Pr 142)  100 
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Praseodymium-143 (Pr 143)  100 
Promethium -147 (Pm 147)  10 
Promethium-149 (Pm 149)   10 
Rhenium-186 (Re 186)   100 
Rhenium-188 (Re 188)   100 
Rhodium-103m (Rh 103m)  100 
Rhodium-105 (Rh 105)   100 
Rubidium-81 (Rb 81)   10 
Rubidium-86 (Rb 86)   10 
Rubidium-87 (Rb 87)   10 
Ruthenium-97 (Ru 97)   100 
Ruthenium-103 (Ru 103)   10 
Ruthenium-105 (Ru 105)   10 
Ruthenium-106 (Ru 106)   1 
Samarium-151 (Sm 151)   10 
Samarium-153 (Sm 153)   100 
Scandium-46 (Sc 46)   10 
Scandium-47 (Sc 47)   100 
Scandium-48 (Sc 48)   10 
Selenium-75 (Se 75)   10 
Silicon-31 (Si 31)    100 
Silver-105 (Ag 105)    10 
Silver-110m (Ag 110m)   1 
Silver-111 (Ag 111)      100 
Sodium-22 (Na 22)    10 
Sodium-24 (Na 24)   10 
Strontium-85 (Sr 85)   10 
Strontium-89 (Sr 89)   1 
Strontium-90 (Sr 90)   0.1 
Strontium-91 (Sr 91)   10 
Strontium-92 (Sr 92)   10 
Sulfur-35 (S 35)    100 
Tantalum-182 (Ta 182)   10 
Technetium-96 (Tc 96)   10 
Technetium-97m (Tc 97m)  100 
Technetium-97 (Tc 97)   100 
Technetium-99m (Tc 99m)  100 
Technetium-99 (Tc 99)   10 
Tellurium-125m (Te 125m)  10 
Tellurium-127m (Te 127m)  10 
Tellurium-127 (Te 127)   100 
Tellurium-129m (Te 129m)  10 
Tellurium-129 (Te 129)   100 
Tellurium-131m (Te 131m)  10 
Tellurium-132 (Te 132)   10 
Terbium-160 (Tb 160)   10 
Thallium-200 (Tl 200)   100 
Thallium-201 (Tl 201)   100 
Thallium-202 (Tl 202)   100 
Thallium-204 (Tl 204)   10 
Thulium-170 (Tm 170)   10 
Thulium-171 (Tm 171)   10 
Tin-113 (Sn 113)    10 
Tin-125 (Sn 125)    10 
Tungsten-181 (W 181)   10 
Tungsten-185 (W 185)   10 
Tungsten-187 (W 187)   100 
Vanadium-48 (V 48)   10 
Xenon-131m (Xe 131m)   1,000 

Xenon-133 (Xe 133)   100 
Xenon-135 (Xe 135)   100 
Ytterbium-175 (Yb 175)   100 
Yttrium-87 (Y 87)   10 
Yttrium-88 (Y 88)   10 
Yttrium-90 (Y 90)   10 
Yttrium-91 (Y 91)   10 
Yttrium-92 (Y 92)   100 
Yttrium-93 (Y 93)   100 
Zinc-65 (Zn 65)    10 
Zinc-69m (Zn 69m)   100 
Zinc-69 (Zn 69)    1,000 
Zirconium-93 (Zr 93)   10 
Zirconium-95 (Zr 95)   10 
Zirconium-97 (Zr 97)   10 
Any radioactive material 
not listed above other than 
alpha emitting radioactive 
material     0.1 
 
Authority G.S. 104E-7; 104E-10(b); 104E-20. 
 
15A NCAC 11 .0305 EXEMPT ITEM CONTAINING  
OTHER THAN SOURCE MATERIAL 
(a)  Authority to transfer possession or control by the 
manufacturer, processor, or producer of any equipment, device, 
commodity, or other product containing source, byproduct, or 
special nuclear material whose subsequent possession, use, 
transfer, and disposal by all other persons are exempted from the 
rules of this Chapter may be obtained only from the U.S. 
Nuclear Regulatory Commission, Washington, D.C. 20555. 
(b)  Certain items containing radioactive material are exempt as 
provided in this Paragraph. 
(1)(b)  Except for persons who apply radioactive material to, or 
persons who incorporate radioactive material into the following 
products, or persons who initially transfer for sale or distribution 
the following products, any person is exempt from the rules of 
this Chapter to the extent that he receives, possesses, uses, 
transfers, owns, or acquires the following products: 

(A)(1) timepieces or hands or dials containing not 
more than the following specified quantities of 
radioactive material and not exceeding the 
following specified levels of radiation: 
(i)(A) 25 millicuries of tritium per 

timepiece; 
(ii)(B) five millicuries of tritium per hand; 
(iii)(C) 15 millicuries of tritium per dial 

(bezels when used shall be considered 
as part of the dial); 

(iv)(D) 100 microcuries of promethium-147 
per watch or 200 microcuries of 
promethium-147 per any other 
timepiece; 

(v)(E) 20 microcuries of promethium-147 
per watch hand or 40 microcuries of 
promethium-147 per other timepiece 
hand; 

(vi)(E) 60 microcuries of promethium-147 
per watch dial or 120 microcuries of 
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promethium-147 per other timepiece 
dial (bezels when used shall be 
considered as part of the dial); 

(vii)(F) the levels of radiation from hands and 
dials containing promethium-147 will 
not exceed, when measured through 
50 milligrams per square centimeter 
of absorber: 
(I)(i) for wrist watches, 0.1 

millirad per hour at 10 
centimeters from any 
surface; 

(II)(ii) for pocket watches, 0.1 
millirad per hour at one 
centimeter from any surface; 
or 

(III)(iii) for any other timepiece, 0.2 
millirad per hour at 10 
centimeters from any surface 
or: 

(iv) 1 microcurie of radium-226 
per timepiece in intact 
timepieces manufactured 
prior to November 30, 2007. 

(B)(2) Reserved lock illuminators containing not 
more than 15 millicuries of tritium or not more 
than two millicuries of promethium-147 
installed in automobile locks (the levels of 
radiation from each lock illuminator 
containing promethium-147 shall not exceed 
one millirad per hour at one centimeter from 
any surface when measured through 50 
milligrams per square centimeter of absorber); 

(C)(3) balances of precision containing not more than 
one millicurie of tritium per balance or not 
more than 0.5 millicurie of tritium per balance 
part; part manufactured before December 17, 
2007; 

(D)(4) Reserved automobile shift quadrants 
containing not more than 25 millicuries of 
tritium; 

(E)(5) marine compasses containing not more than 
750 millicuries of tritium gas and other marine 
navigational instruments containing not more 
than 250 millicuries of tritium gas; gas 
manufactured before December 17, 2007; 

(F)(6) Reserved thermostat dials and pointers 
containing not more than 25 millicuries of 
tritium per thermostat; 

(7) Ionization chamber smoke detectors 
containing not more than 1 microcurie of 
americium-241 per detector in the form of a 
foil and designed to protect life and property 
from fires. 

(G)(8) electron tubes, provided that each tube does 
not contain more than one of the following 
specified quantities of radioactive material 
material and provided further, that the levels of 
radiation from each electron tube containing 

radioactive material does not exceed one 
millirad per hour at one centimeter from any 
surface when measured through seven 
milligrams per square centimeter of absorber 
(for purposes of this Subparagraph, "electron 
tubes" include spark gap tubes, power tubes, 
gas tubes including glow lamps, receiving 
tubes, microwave tubes, indicator tubes, 
pickup tubes, radiation detection tubes and any 
other completely sealed tube that is designed 
to conduct or control electrical currents): 
(i)(A) 150 millicuries of tritium per 

microwave receiver protector tube or 
10 millicuries of tritium per any other 
electron tube; 

(ii)(B) one microcurie of cobalt-60; 
(iii)(C) five microcuries of nickel-63; 
(iv)(D) 30 microcuries of krypton-85; 
(v)(E) five microcuries of cesium-137; and 
(vi)(F) 30 microcuries of promethium-147; 

and provided further, that the levels 
of radiation from each electron tube 
containing radioactive material does 
not exceed one millirad per hour at 
one centimeter from any surface 
when measured through seven 
milligrams per square centimeter of 
absorber (for purposes of this 
Subparagraph, "electron tubes" 
include spark gap tubes, power tubes, 
gas tubes including glow lamps, 
receiving tubes, microwave tubes, 
indicator tubes, pickup tubes, 
radiation detection tubes and any 
other completely sealed tube that is 
designed to conduct or control 
electrical currents); and 

(H)(9) ionizing radiation measuring instruments 
containing for purposes of internal calibration 
or standardization, sources of radioactive 
material each not exceeding the applicable 
quantity set forth in Rule .0304(e)(f) of this 
Section. Section, and each instrument contains 
no more than 10 exempt quantities. 

(I)(10) Reserved spark gap irradiation containing not 
more than one microcurie f cobalt-60 per spark 
gap irradiator for use in electrically ignited 
fuel oil burners having a firing rate of at least 
three gallons (11.4 liters) per hour. 

(2)(c)  For purposes of Part (b)(1)(H) Subparagraph (b)(8) of this 
Rule, where there is involved a combination of radionuclides, 
the limit for the combination shall be derived as follows: 

(A)(1) Determine for each radionuclide in an ionizing 
radiation measuring instrument the ratio 
between the quantity present in the instrument 
and the exempt quantity established in Rule 
.0304(e)(f) of this Section for the specific 
radionuclide when not in combination; 
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(B)(2) No ratio shall exceed one and the sum of such 
ratios shall not exceed 10. 10; and 

(C)(3) For the purpose of Part (b)(1)(H) 
Subparagraph (b)(8), 0.05 microcurie of 
americium-241 is considered an exempt 
quantity under Rule .0304 of this Section. 

(c)(d)  Self-luminous products are exempt as provided in this 
Paragraph. 

(1) Except for persons who manufacture, process, 
or produce self-luminous products containing 
tritium, krypton-85, or promethium-147, any 
person is exempt from the rules of this Chapter 
to the extent that any the person receives, 
possesses, uses, transfers, owns, or acquires 
tritium, krypton-85 or promethium-147 in 
self-luminous products manufactured, 
processed, produced, imported, or transferred 
in accordance with a specific license issued by 
the U.S. Nuclear Regulatory Commission 
pursuant to Section 32.22 of 10 CFR Part 32, 
which license authorizes the transfer of the 
product to persons who are exempt from 
regulatory requirements. 

(2) The exemption in Subparagraph (c)(1) of this 
Rule does not apply to tritium, krypton-85, or 
promethium-147 used in products for frivolous 
purposes or in toys or adornments. 

(d)(e)  Gas and aerosol detectors are exempt as provided in this 
Paragraph. 

(1) Except for persons who manufacture, process, 
or produce produce, or initially transfer for 
sale or distribution gas and aerosol detectors 
containing radioactive material, any person is 
exempt from the rules of this Chapter to the 
extent that any the person receives, possesses, 
uses, transfers, owns or acquires radioactive 
material in gas and aerosol detectors designed 
to protect life or property from fires and 
airborne hazards provided that detectors 
containing radioactive material shall be 
manufactured, imported, processed, produced, 
or initially transferred in accordance with a 
specific license issued by the U.S. Nuclear 
Regulatory Commission or any agreement 
state, pursuant to Section 32.26 of 10 CFR 32, 
or equivalent, which authorizes the transfer of 
the detectors to persons who are exempt from 
regulatory requirements. 

(2) Gas and aerosol detectors previously 
manufactured and distributed to general 
licensees before November 30, 2007 in 
accordance with a specific license issued by an 
agreement state shall be considered are exempt 
under Subparagraph (d)(1) of this Rule from 
the rules in this Chapter, provided that the 
devices are labeled in accordance with the 
specific license authorizing distribution of the 
general licensed device, and providing further 

that the devices meet the requirements of Rule 
.0327 of this Section. 

(e)  Resins containing scandium-46 are exempt as provided in 
this Paragraph. 

(1) Any person is exempt from these Rules to the 
extent that such person receives, possesses, 
uses, transfers, owns or acquires synthetic 
plastic resins containing scandium-46 which 
are designed for sand consolidation in oil 
wells.  These resins shall be manufactured or 
imported in accordance with a specific license 
issued by the U.S. Nuclear Regulatory 
Commission, or shall be manufactured in 
accordance with the specifications contained 
in a specific license issued by the agency or 
any agreement state to the manufacturer of 
such resins pursuant to licensing requirements 
equivalent to those in Sections 32.16 and 
32.17 of 10 CFR Part 32 of the regulations of 
the U.S. Nuclear Regulatory Commission. 

(2) This exemption does not authorize the 
manufacture of any resins containing 
scandium-46. 

(f) Capsules containing Carbon-14 urea for "in-vivo" diagnostic 
use for humans are exempt as provided in this Paragraph: 
(1)(f)  Except as provided in Subparagraphs (2) and (3) of this 
Paragraph, as follows, any person is exempt from the 
requirements for a license set forth in this Section provided that 
such person receives, possesses, uses, transfers, owns or acquires 
capsules containing approximately one microcurie (37kBq) 
Carbon-14 urea each for "in-vivo" diagnostic use for humans. 
humans: 

(2)(1) Any person who desires to use the capsules for 
research involving human subjects shall apply 
for and receive a specific license from the 
agency. 

(3)(2) Any person who desires to manufacture, 
prepare, process, produce, package, repackage, 
or transfer for commercial distribution such 
capsules shall apply for and receive a specific 
license from the U.S. Nuclear Regulatory 
Commission. 

(4)(g)  Nothing in this Rule relieves persons from complying 
with applicable FDA and other federal regulations, and North 
Carolina requirements governing the receipt, administration, and 
use of drugs. 
 
Authority G.S. 104E-7; 104E-10(b); 104E-20. 
 
15A NCAC 11 .0309 GENERAL LICENSES:  
MEASURING GAUGING: CONTROLLING DEVICES 
(a)  A general license shall be issued to commercial and 
industrial firms; research, educational and medical institutions; 
individuals in the conduct of their business; and federal, state, or 
local government agencies to acquire, receive, possess, use, or 
transfer in accordance with Paragraphs (b), (c), and (d) of this 
Rule, radioactive material contained in devices designed and 
manufactured for the purpose of detecting, measuring, gauging, 
or controlling thickness, density, level, interface location, 
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radiation leakage, or qualitative or quantitative chemical 
composition, or for producing light or an ionized atmosphere. 
(b)  The general license in Paragraph (a) of this Rule applies 
only to radioactive material contained in devices which have 
been: 

(1) manufactured or initially transferred and 
labeled in accordance with the specifications 
contained in a specific license issued pursuant 
to Rule .0328 of this Section or in accordance 
with the specifications contained in a specific 
license issued by the U.S. Nuclear Regulatory 
Commission or an agreement state which 
authorizes distribution of the devices to 
persons generally licensed pursuant to 
equivalent regulations; and 

(2) received from one of the specific licensees 
referenced in Subparagraph (b)(1) of this Rule 
or through a transfer completed in accordance 
with Subparagraph (c)(8) of this Rule. 

(c)  Any person who acquires, receives, possesses, uses or 
transfers radioactive material in a device pursuant to the general 
license issued under Paragraph (a) of this Rule: Rule shall: 

(1) shall assure that all labels, affixed to the 
device at the time of receipt and bearing a 
statement that removal of the label is 
prohibited, are maintained thereon and shall 
comply with all instructions and precautions 
provided by the labels; 

(2) shall assure that the device is tested for 
leakage of radioactive material and proper 
operation of the on-off  mechanism and 
indicator, if any, at no longer than six-month 
intervals or at such other intervals as are 
specified in the label, except as follows: 
(A) Devices containing only krypton need 

not be tested for leakage of 
radioactive material; and 

(B) Devices containing only tritium or 
not more than 100 microcuries of 
other beta, gamma, or beta and 
gamma emitting material or ten 
microcuries of alpha emitting 
material and devices held in storage 
in the original shipping container 
prior to initial installation need not be 
tested for any purpose; 

(3) shall assure that the tests required by 
Subparagraph (c)(2) of this Rule and other 
testing, installation, servicing and removal 
from installation involving the radioactive 
materials, its shielding or containment are 
performed: 
(A) in accordance with the instructions 

provided on labels affixed to the 
device, except that tests for leakage or 
contamination may be performed by 
the general licensee using leak test 
kits provided and analyzed by a 

specific licensee who is authorized to 
provide leak test kit services; or 

(B) by a person holding a specific license 
or registration which authorizes the 
providing of services required by this 
Rule and which is issued pursuant to 
Rules .0205 and .0306 of this Chapter 
or equivalent regulations of the U.S. 
Nuclear Regulatory Commission or 
an agreement state. State; 

(4) shall maintain records, showing compliance 
with the requirements in Subparagraphs (c)(2) 
and (3) of this Rule, to includeincluding: 
(A) the name of the person(s) performing 

the test(s) and the date(s) of the 
test(s);  

(B) the name of the person(s) performing 
installation, servicing and removal of 
any radioactive material, shielding or 
containment; 

Retention of leakage or contamination, on-off 
mechanism and on-off indicator test records 
shall be retained for three years after the next 
required test is performed or until the sealed 
source is disposed of or transferred.  Retention 
of other records of tests required in 
Subparagraph (c)(3) of this Rule shall be 
retained for three years from the date of the 
recorded test or until the device is disposed of 
or transferred. 
(C) retention of leakage or contamination, 

on-off mechanism and on-off 
indicator test records for one year 
after the next required test is 
performed or until the sealed source 
is disposed of or transferred, 
whichever is shorter;  

(D) retention of other records of tests 
required in Subparagraph (c)(3) of 
this Rule for two years from the date 
of the recorded test or until the device 
is disposed of or transferred. 

(5) upon the occurrence of a failure of or damage 
to, or any indication of a possible failure of or 
damage to, the shielding of the radioactive 
material or the on-off mechanism or indicator, 
or upon the detection of 0.005 microcurie or 
more removable radioactive material, shall 
immediately suspend operation of the device 
until it has been: 
(A) repaired by the manufacturer or other 

person authorized to repair the 
device(s) by a specific license issued 
by the agency, the U.S. Nuclear 
Regulatory Commission, or an 
agreement state; or 

(B) disposed of by transfer to a person 
authorized by a specific license to 
receive the radioactive material 
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contained in the device; and within 30 
days, furnish to the agency at the 
address in Rule .0111 of this Chapter 
a report containing a brief description 
of the event and the remedial action 
taken.  In the event that If 0.005 
microcurie or more of removable 
radioactive contamination is detected, 
or if the failure of or damage to a 
source of radiation is likely to result 
in the contamination of the facility or 
the environment, a plan for ensuring 
that the facility and the environment 
are acceptable for unrestricted use 
shall be submitted to the agency at 
the address in Rule .0111 of this 
Chapter.  

(6) shall not abandon the device containing 
radioactive material; 

(7) except as provided in Subparagraph (c)(8) of 
this Rule, shall transfer or dispose of the 
device containing radioactive material only by 
export in accordance with 10 CFR Part 110 or 
by transfer to a person holding a specific 
license authorizing receipt of the device; and, 
prior to the within 30 days of after transfer of a 
device to a specific licensee or export the 
transfer of a device to a specific licensee, shall 
furnish to the agency at the address in Rule 
.0111 of this Chapter, a report that contains: 
(A) the identification of the device by 

manufacturer's or initial transferor's 
name, model number, and serial 
number; 

(B) the name, address and specific license 
number of the person receiving the 
device; and device (license number 
not applicable if exported); and 

(C) the date of the transfer. transfer; and  
(8) shall obtain written approval by the Agency 

before transferring the device to any other 
specific licensee not identified in this Rule; 
however, a holder of a specific license may 
transfer a device for possession and use under 
its own specific license without prior approval, 
if the holder: 
(A) Verifies that the specific license 

authorizes the possession and use, or 
applies for and obtains an amendment 
to the license authorizing the 
possession and use; 

(B) Removes, alters, covers, or clearly 
and unambiguously augments (As 
defined in 10 CFR 31.5) the existing 
label otherwise required by 
Subparagraph (c)(1) of this Rule so 
that the device is labeled in 
compliance with Rule .0328(a)(3) of 
this Chapter; however, the 

manufacturer, model number, and 
serial number must be retained; 

(C) Obtains the manufacturer's or initial 
transferor's information concerning 
maintenance that be applicable under 
the specific license (such as leak 
testing procedures); and 

(D) Reports the transfer under 
Subparagraph (c)(7) of this Rule. 

(8)(9) shall transfer or dispose of the device only by 
export as provided by Subparagraph (c)(7) of 
this Rule, or by transfer to another general 
licensee only where the device: 
(A) remains in use at a particular location.  

In this case the transferor shall give 
the transferee a copy of this Rule and 
any safety documents identified in the 
label of the device, and the transferor 
shall, within 30 days of the transfer, 
report to the agency at the address in 
Rule .0111 of this Chapter the 
manufacturer's or initial transferor's 
name, serial number, and model 
number of device transferred; the 
name and mailing address of the 
transferee; and the name, title, and 
telephone number of the individual 
identified by the transferee pursuant 
to Subparagraph (c)(10) of this Rule 
as having knowledge of and authority 
to take actions to ensure compliance 
with the requirements contained in 
these Rules; or 
(i) In this case the transferor 

shall give the transferee a 
copy of this Section and any 
safety documents identified 
in the label of the device; 

(ii) The transferor shall, within 
30 days of the transfer, 
report to the agency at the 
address in Rule .0111 of this 
Chapter the manufacturer's 
or initial transferor's name, 
serial number, and model 
number of device 
transferred; the name and 
mailing address of the 
transferee; and the name, 
title, and telephone number 
of the individual identified 
by the transferee pursuant to 
Subparagraph (c)(10) of this 
Rule as having knowledge of 
and authority to take actions 
to ensure compliance with 
the requirements contained 
in these Rules; or 
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(B) is held in storage by the licensee or an 
intermediate person in the original 
shipping container at its intended 
location of use prior to initial use by a 
general licensee. 

(9)(10) shall comply with the provisions of Sections 
.0100 and .1600 of this Chapter for reporting 
radiation incidents, theft or loss of licensed 
material, but shall be is exempt from the other 
requirements of Section .1600 of this Chapter; 

(10)(11) shall appoint an individual responsible for 
having knowledge of the requirements 
contained in these Rules and the authority for 
taking the actions required to comply with 
these Rules.  The general licensee, through this 
individual, shall ensure the day-to-day 
compliance with these Rules.  The 
appointment of such an individual does not 
relieve the general licensee of any of its 
responsibility in this regard; 

(11)(12) shall register, when required by the agency, 
any source of radiation subject to a general 
license in accordance with the rules in this 
Section.  Each address for a location of use 
represents a separate general license and 
requires a separate registration action; 

(12)(13) shall register, on an annual basis, all devices 
containing, based on the activity indicated on 
the label, at least 10 mCi (370 MBq) of 
cesium-137, 0.1 mCi (3.7 MBq) of strontium-
90, 1 mCi (37MBq) of cobalt-60, 1 mCi (37 
MBq) of americium-241 americium-241, 0.1 
millicurie (3.7 MBq) of radium-226,or any 
other transuranic isotope. Each address for a 
location of use represents a separate general 
license and requires a separate registration 
action.  Annual registration consists of 
verifying, correcting, or adding to the 
information provided in a request for annual 
registration within 30 days of a request from 
the agency.  The general licensee shall furnish 
the following information for annual 
registration: 
(A) the name and mailing address of the 

general licensee; 
(B) specific information about each 

device to include the manufacturer or 
initial transferor, model number, 
serial number, the radioisotope, and 
the activity indicated on the label; 

(C) the name, title, and telephone number 
of the responsible person designated 
as a representative of the general 
licensee in accordance with 
Subparagraph (c)(10) of this Rule; 

(D) the address or location at which the 
device(s) are to be used or stored.  
For portable devices that are granted 
a general license by the agency, the 

address of the primary place of 
storage; 

(E) certification by the responsible person 
designated by the general licensee 
that the information concerning the 
device(s) has been verified through a 
physical inventory and a check of 
label information; and 

(F) certification by the responsible person 
designated by the general licensee 
that they are aware of the 
requirements of the general license. l 
icense; 

(13)(14) shall report changes to the mailing address to 
the agency within 30 days of the effective date 
of the change; 

(14)(15) shall report changes to the name of the general 
licensee to the agency within 30 days of the 
effective date of the change; 

(16) shall respond to written requests from the 
Agency to provide information relating to the 
general license within 30 calendar days of the 
date of the request, or other time specified in 
the request.  If the general licensee cannot 
provide the requested information within the 
allotted time, it shall, within that same time 
period, request a longer period to supply the 
information by providing the Agency a written 
justification for the request.  The request to 
extend the allotted time will be granted upon 
agency review of the licensee request and 
supporting information related to the need for 
extension; 

(15)(17) shall not hold devices that are not in use for 
longer than two years.  If devices that have 
shutters are not in use, the shutter shall be 
locked in the closed position.  Leak testing is 
not required during the period of storage; 
however, when devices are returned to service 
or transferred to another person, the devices 
must be tested for leakage and shutter 
operation.  Devices kept in standby for future 
use shall be excluded from the two year time 
limit if quarterly physical inventories of these 
devices are performed while in standby. 

(d)  The general license in Paragraph (a) of this Rule does not 
authorize the manufacture or distribution import of devices 
containing radioactive material. 
(e)  The general license in Paragraph (a) of this Rule is subject to 
the provisions of Rules .0107 to .0111, .0303(a), .0338, .0342, 
.0343 and .0345 of this Chapter and to labeling requirements in 
Section .1600 of this Chapter. 
 
Authority G.S. 104E-7; 104E-10(b). 
 
15A NCAC 11 .0317 SPECIFIC LICENSES: FILING  
APPLICATION AND GENERAL REQUIREMENT 
(a)  Applications for specific licenses shall be filed on an agency 
form.  Completed applications shall include the following 
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information and other information necessary for the Agency to 
determine if the applicant meets the requirements for a 
license:required by the agency form: 

(1) name, address and use location of the 
applicant; 

(2) training and experience of radioactive material 
users and of the person responsible for 
radiation protection; 

(3)  types, quantities and uses of radioactive 
materials; 

(4) description of facilities, equipment and safety 
program; 

(5)  procedures for disposal of radioactive 
material; and 

(6) how facility design and procedures for 
operation will minimize, to the extent 
practical, contamination of the facility and the 
environment, facilitate eventual 
decommissioning, and minimize, to the extent 
practical, the generation of radioactive waste. 

(b)  The agency may at any time after the filing of the original 
application, and before the expiration of the license, require 
further statements in order to enable the agency to determine 
whether the application should be granted or denied or whether a 
license should be modified or revoked. 
(c)  Each application shall be signed by the applicant or licensee 
or a person duly authorized to act on his behalf. 
(d)  An application for a license may include a request for a 
license authorizing one or more activities. 
(e)  An application for a specific license to use byproduct 
material in the form of a sealed source or in a device that 
contains the sealed source must: 

(1) Identify the source or device by manufacturer 
and model number as registered with the US 
Nuclear Regulatory Commission under10 CFR 
32.210 , with an Agreement State, or for a 
source or a device containing radium-226 or 
accelerator-produced radioactive material, 
with a State under provisions comparable to 10 
CFR 32.210;  

(2) Contain the information identified in 10 CFR 
32.210(c); or 

(3) For sources or devices containing naturally 
occurring or accelerator-produced radioactive 
material manufactured prior to November 30, 
2007 that are not registered with the US 
Nuclear Regulatory Commission under 10 
CFR 32.210 or with an Agreement State, and 
for which the applicant is unable to provide all 
categories of information specified in 10 CFR 
32.210(c), the applicant must provide: 
(A) All available information identified in 

10 CFR 32.210(c) concerning the 
source, and, if applicable, the device; 
and 

(B) Sufficient additional information to 
demonstrate that there is reasonable 
assurance that the radiation safety 
properties of the source or device are 

adequate to protect health and 
minimize danger to life and property.  
Such information must include a 
description of the source or device, a 
description of radiation safety 
features, the intended use and 
associated operating experience, and 
the results of a recent leak test. 

(e)(f)  Applications and documents submitted to the agency may 
be made available for public inspection except as may be are 
determined otherwise by the agency pursuant to the provisions 
of G.S. 104E-9(4). 
(f)(g) A license application shall be approved if the agency 
determines that: 

(1) the applicant is qualified by reason of training 
and experience to use the material in question 
for the purpose requested in accordance with 
these Rules in such a manner as to minimize 
danger to public health and safety or property; 

(2) the applicant's proposed equipment, facilities, 
and procedures are adequate to protect public 
health from radiation hazards and minimize 
radiological danger to life or property; 

(3) the issuance of the license will not be inimical 
to the health and safety of the public; and 

(4) the applicant satisfies any applicable special 
requirements in Rules .0318 to .0336 of this 
Section. 

(g)(h)  As provided If required by Rule .0353 of this Section, 
certain applications for specific licenses filed under this Section 
must contain a proposed decommissioning funding plan or a 
certification of financial assurance for decommissioning. In the 
case of renewal applications submitted before the effective date 
of this Rule, this submittal may follow the renewal application 
but must be submitted on or before the effective date of this 
Rule. 
 
Authority G.S. 104E-7; 104E-10(b); 104E-12; 104E-18. 
 
15A NCAC 11 .0318 SPECIFIC LICENSES:  
GENERAL REQUIREMENTS FOR HUMAN USE 
(a)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Authorized medical physicist" means an individual 
who: 

(1) Meets the requirements in 10 CFR 35.51(a) 
and 35.59; or, before October 24, 2005, met 
the requirements in 10 CFR 35.961(a), or (b), 
and 35.59; or 

(2) Is identified as an authorized medical physicist 
or teletherapy physicist on: 
(A) A specific medical use license issued 

by the U.S. Nuclear Regulatory 
Commission or Agreement State; 

(B) A medical use permit issued by the 
U.S. Nuclear Regulatory Commission 
master material licensee; 

(C) A permit issued by a U.S. Nuclear 
Regulatory Commission or 
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Agreement State broad scope medical 
use licensee; or 

(D) A permit issued by a U.S. Nuclear 
Regulatory Commission master 
material license broad scope medical 
use permittee. 

(b)  For the purposes of this Rule, Rule and Rule .0117(a)(2) of 
this Chapter, "Authorized nuclear pharmacist" means a 
pharmacist who: 

(1) Meets the requirements in 10 CFR 35.55(a) 
and 35.59; or, before October 24, 2005, met 
the requirements in 10 CFR 35.980(a) and 
35.59; or 

(2) Is identified as an authorized nuclear 
pharmacist on: 
(A) A specific license issued by the U.S. 

Nuclear Regulatory Commission or 
Agreement State that authorizes 
medical use or the practice of nuclear 
pharmacy; 

(B) A permit issued by the U.S. Nuclear 
Regulatory Commission master 
material licensee that authorizes 
medical use or the practice of nuclear 
pharmacy; 

(C) A permit issued by a U.S. Nuclear 
Regulatory Commission or 
Agreement State broad scope medical 
use license that authorizes medical 
use or the practice of nuclear 
pharmacy; or 

(D) A permit issued by a U.S. Nuclear 
Regulatory Commission master 
material license broad scope medical 
use permittee that authorizes medical 
use or the practice of nuclear 
pharmacy; or 

(3) Is identified as an authorized nuclear 
pharmacist by a commercial nuclear pharmacy 
that has been authorized to identify authorized 
nuclear pharmacists; or 

(4) Is designated as an authorized nuclear 
pharmacist in accordance with 10 CFR 
32.72(b)(4). 

(c)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Authorized user" means a physician physician, dentist, 
or podiatrist who: 

(1) Meets the requirements in 10 CFR 35.59 and 
35.190(a), 35.290(a), 35.390(a), 35.392(a), 
35.394(a), 35.396(a),35.490(a), 35.590(a), or 
35.690(a); or on or before October 24, 2005, 
met the requirements in 10 CFR 35.910(a), 
35.920(a), 35.930(a), 35.940(a), 35.950(a), or 
35.960(a) and 35.59; or 

(2) Is identified as an authorized user on: 
(A) A U.S. Nuclear Regulatory 

Commission or Agreement State 
license that authorizes medical use of 
radioactive material; 

(B) A permit issued by a U.S. Nuclear 
Regulatory Commission master 
material licensee that is authorized to 
permit the medical use of radioactive 
material; 

(C) A permit issued by a U.S. Nuclear 
Regulatory Commission or 
Agreement State specific licensee of 
broad scope that is authorized to 
permit the medical use of radioactive 
material; or 

(D) A permit issued by a U.S. Nuclear 
Regulatory Commission master 
material license broad scope 
permittee that is authorized to permit 
the medical use of byproduct 
material. 

(d)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Brachytherapy" means a method of radiation therapy 
in which sources are used to deliver a radiation dose at a 
distance of up to a few centimeters by surface, intracavitary, 
intraluminal or interstitial application. 
(e)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Brachytherapy source" means a radioactive source or a 
manufacture-assembled source train or a combination of these 
sources that is designed to deliver a therapeutic dose within a 
distance of a few centimeters. 
(f)  For the purposes of this Rule  and Rule .0117(a)(2) of this 
Chapter, "High dose-rate remote afterloader" means a 
brachytherapy device that remotely delivers a dose rate in excess 
of 12 gray (1200 rads) per hour at the point or surface where the 
dose is prescribed. 
(g)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Low dose-rate remote afterloader" means a 
brachytherapy device that remotely delivers a dose rate of less 
than or equal to 2 gray (200 rads) per hour at the point or surface 
where the dose is prescribed. 
(h)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Manual brachytherapy" means a type of brachytherapy 
in which the brachytherapy sources (e.g., seeds, ribbons) are 
manually placed topically on or inserted either into the body 
cavities that are in close proximity to a treatment site or directly 
into the tissue volume. 
(i)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Medium dose-rate remote afterloader" means a 
brachytherapy device that remotely delivers a dose rate of 
greater than 200 rads (2 gray), but less than 1200 rads (12 gray) 
per hour at the point or surface where the dose is prescribed. 
(j)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Patient intervention" means actions by the patient or 
human research subject, whether intentional or unintentional, 
such as dislodging or removing treatment devices or prematurely 
terminating the administration. 
(k)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Pulsed dose-rate afterloader" means a type of remote 
afterloading brachytherapy device that uses a single source 
capable of delivering dose rates in the "high dose-rate" range, 
but: 
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(1) is approximately one-tenth of the activity of 
typical high dose-rate remote afterloader 
sources; and 

(2) is used to simulate the radiobiology of a low 
dose-rate treatment by inserting the source for 
a given fraction of each hour. 

(l)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Radiation safety officer" as used in this Section, 
means an individual who: 

(1) Meets the requirements in 10 CFR 35.50(a) or 
(c)(1) and 10 CFR 35.59; or, before October 
24, 2005, met the requirements of 10 CFR 
35.900(a) and 35.59, as incorporated by 
reference in 15A NCAC 11 .0117; or 

(2) Is identified as a Radiation Safety Officer on: 
(A) A specific medical use license issued 

by the U.S. Nuclear Regulatory 
Commission, or an Agreement State; 
or 

(B) A medical use permit issued by a 
U.S. Nuclear Regulatory Commission 
master material licensee. 

(m)  For the purposes of this Rule and Rule.0117 (a)(2) of this 
Chapter, "Stereotactic radiosurgery" means the use of external 
radiation in conjunction with a stereotactic guidance device to 
precisely deliver a therapeutic dose to a tissue volume. 
(n)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Therapeutic dosage" means a dosage of unsealed 
radioactive material that is intended to deliver a radiation dose to 
a patient or human research subject for palliative or curative 
treatment. 
(o)  For the purposes of this Rule and Rule .0117(a)(2) of this 
Chapter, "Treatment site" means the anatomical description of 
the tissue intended to receive a radiation dose, as described in a 
written directive. 
(p)  License required: 

(1) A person shall not manufacture, produce, 
acquire, receive, possess, use or transfer 
radioactive material for medical use except in 
accordance with a specific license issued by 
the agency or as allowed pursuant to 
Subparagraphs (p)(2) and (p)(3) of this Rule. 

(2) An individual may receive, possess, use, or 
transfer radioactive material in accordance 
with the rules of this Section under the 
supervision of an authorized user as provided 
in this Section unless prohibited by license 
condition. 

(3) An individual may prepare unsealed 
radioactive material for medical use in 
accordance with the rules of this Section under 
the supervision of a pharmacist who is an 
authorized user or physician who is an 
authorized user as provided in this Section 
unless prohibited by license condition. 

(q)  A license application for human use of radioactive material 
shall be approved if the agency determines that: 

(1) The applicant is qualified by reason of training 
and experience to use the material in question 

for the purpose requested in accordance with 
these Rules; 

(2) The applicant's proposed equipment, facilities, 
and procedures are adequate to protect public 
health from radiation hazards and minimize 
radiological danger to life or property; 

(3) The issuance of the license will not be inimical 
to the health and safety of the public; 

(4) The following training and supervisory 
relationship are adhered to: 
(A) the user of radioisotopes applied to 

humans for diagnostic, therapeutic, or 
investigational purposes shall be a 
physician authorized by a condition 
of a specific license, including a 
specific license of broad scope. 

(B) An authorized physician may 
delegate only to persons who are 
physicians under the supervision of 
the authorized physician, the 
following: 
(i) the approval of procedures 

involving the administration 
to patients of 
radiopharmaceuticals or the 
application to patients of 
radiation from radioisotope 
sources; 

(ii) the prescription of the 
radiopharmaceutical or 
source of radiation and the 
dose or exposure to be 
administered; 

(iii) the determination of the 
route of administration; and 

(iv) the interpretation of the 
results of diagnostic 
procedures in which 
radiopharmaceuticals are 
administered. 

(C) The authorized physician shall review 
the work of the supervised individual 
as it pertains to the delegated work in 
Subparagraph (q)(4) of this Rule and 
the records kept reflecting that work. 
work; and 

(5) the applicant satisfies any applicable 
requirements in Rules .0319 to .0322 of this 
Section. 

(r)  Subject to the provisions of Subparagraph (q)(4) and 
Paragraphs (s) to (v) of this Rule, an authorized physician may 
permit technicians and other paramedic personnel to perform the 
following activities: 

(1) preparation and quality control testing of 
radiopharmaceuticals and sources of radiation; 

(2) measurement of radiopharmaceutical doses 
prior to administration; 

(3) use of appropriate instrumentation for the 
collection of data to be used by the physician; 
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(4) administration of radiopharmaceuticals and 
radiation from radioisotope sources to patients. 

(s)  Authorized physicians who permit activities to be performed 
by technicians and other paramedical personnel pursuant to 
Paragraph (r) of this Rule shall: 

(1) prior to giving permission, determine that the 
technicians and other paramedical personnel 
have been properly trained to perform their 
duties with training in the following subjects, 
as applicable to the duties assigned: 
(A) general characteristics of radiation 

and radioactive materials; 
(B) physical, chemical, and 

pharmaceutical characteristics of each 
radiopharmaceutical to be used; 

(C) mathematics and calculations basic to 
the use and measurement of 
radioactivity, including units of 
radiation dose and radiation exposure; 

(D) use of radiation instrumentation for 
measurements and monitoring 
including operating procedures, 
calibration of instruments, and 
limitations of instruments; 

(E) principles and practices of radiation 
protection; and 

(F) additional training in the above 
subjects, as appropriate, when new 
duties are added. added; 

(2) assure that the technicians and other 
paramedical personnel receive retraining in the 
subjects listed in Subparagraph (s)(1) of this 
Rule to maintain proficiency and to keep 
abreast of developments in the field of nuclear 
medical technology; 

(3) keep records showing the bases for the 
determinations of proper training;  

(4) retain responsibility as licensee or authorized 
user for the satisfactory performance of the 
activites; activities; and 

(5) review the work of the supervised individual 
and the records kept reflecting that work. 

(t)  Certification in nuclear medicine technology by the 
American Registry of Radiologic Technologists or in nuclear 
medicine technology by the Nuclear Medicine Technologist 
Certification Board or the Society of Nuclear Medicine shall be 
deemed to satisfy the training requirements in Subparagraphs 
(s)(1) and (2) of this Rule. 
(u)  An applicant for a license or for amendment or renewal of a 
license shall state whether he desires to permit technicians or 
other paramedical personnel to perform activities pursuant to 
Paragraph (r) of this Rule and, if so, shall include in his 
application for license, license amendment, or license renewal a 
statement of the activities to be so performed and a description 
of an adequate program for training the personnel, including 
retraining as required to keep abreast of developments in 
technology, or for otherwise determining that the personnel are 
properly trained to perform their duties. 

(v)  Whenever a technician or other paramedical person 
administers a radiopharmaceutical to a patient by injection, a 
physician shall be immediately accessible, but not necessarily a 
physician authorized by the agency to be a user of radioisotopes. 
(w)  A licensee that permits the receipt, possession, use, or 
transfer of radioactive material by an individual under the 
supervision of an authorized user shall: 

(1) In addition to the requirements in Rule .1003 
of this Chapter, instruct the supervised 
individual in the licensee's written radiation 
protection procedures, written directive 
procedures, this Chapter, and license 
conditions with respect to the use of 
radioactive material; and 

(2) Require the supervised individual to follow the 
instructions of the supervising authorized user 
for medial medical uses of radioactive 
material, written radiation protection 
procedures established by the licensee, written 
directive procedures, rules of this Chapter, and 
license conditions with respect to the medical 
use of radioactive material. 

(x)  A licensee that permits the preparation of radioactive 
material for medical use by an individual under the supervision 
of an authorized nuclear pharmacist or physician who is an 
authorized user shall: 

(1) In addition to the requirements in Paragraph 
(s) of this Rule and Rule .1003 of this Chapter, 
instruct the supervised individual in the 
preparation of radioactive material for medical 
use, as appropriate to that individual's 
involvement with radioactive material; and 

(2) Require the supervised individual to follow the 
instructions of the supervising authorized user 
or authorized nuclear pharmacist regarding the 
preparation of radioactive material for medical 
use, written radiation protection procedures 
established by the licensee, the rules of this 
Chapter, and license conditions. 

(y)  A licensee that permits supervised activities under 
Paragraphs (r) and (s) of this Rule is responsible for the acts and 
omissions of the supervised individual. 
(z)  A licensee's management shall appoint a Radiation Safety 
Officer (RSO) who agrees in writing to be responsible for 
implementing the radiation safety program.  The licensee, 
through the RSO, shall ensure that radiation safety activities are 
being performed in accordance with approved procedures and 
regulatory requirements in the daily operation of the licensee's 
radioactive material program. 
(aa)  A licensee shall establish in writing the authority, duties 
and responsibilities of the Radiation Safety Officer. 
(bb)  A licensee shall provide the Radiation Safety Officer 
sufficient authority, organizational freedom, and management 
prerogative to: 

(1) identify radiation safety problems; 
(2) investigate radiation safety problems such as 

overexposures, accidents, spills, losses, thefts, 
unauthorized receipts, uses, transfers, 
disposals, medical events, and other deviations 
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from approved radiation safety practice and 
implement corrective actions as necessary; 

(3) initiate, recommend or provide corrective 
actions for radiation safety problems; 

(4) verify implementation of corrective actions; 
and 

(5) retain records of items listed in Subparagraphs 
(1) through (4) of this Paragraph. 

(cc)  In addition to the requirements in Rule .1003 of this 
Chapter, the licensee shall provide radiation safety instruction, 
initially and at least annually, to personnel caring for patients or 
human research subjects who cannot be released in accordance 
with the requirements of Rule .0358 of this Section.  To satisfy 
this requirement, the instruction must be commensurate with the 
duties of the personnel and include: 

(1) Patient or human research subject control; 
(2) Visitor control, including 

(A) Routine visitation to hospitalized 
individuals in accordance with the 
provisions of Rule .1611(a)(1) of this 
Chapter; and 

(B) Visitation authorized by Rule 
.1611(e) of this Chapter; 

(3) Contamination control; 
(4) Waste control; and 
(5) Notification of the Radiation Safety Officer, or 

his designee, and an authorized user if the 
patient or the human research subject has a 
medical emergency or dies. 

(dd)  The licensee shall retain records of the radiation safety 
instructions required by Paragraphs (w), (x), and (cc) for three 
years.  The record must include: 

(1) List of topics covered; 
(2) The date of the instruction; 
(3) The name(s) of the attendee(s); and 
(4) The name(s) of the individual(s) who provided 

the instruction. 
 
Authority G.S. 104E-7; 104E-10(b). 
 
15A NCAC 11 .0321 SPECIFIC LICENSES:  
GENERAL REQUIREMENTS FOR HUMAN USE OF  
UNSEALED RADIOACTIVE MATERIALS 
(a)  An application for a specific license pursuant to Rule .0318 
of this Section for any diagnostic or therapeutic use of unsealed 
radioactive material shall be approved if: 

(1) the applicant satisfies the requirements in Rule 
.0319 or Rule .0320 of this Section; 

(2) the applicant's proposed radiation detection 
instrumentation is adequate for conducting the 
diagnostic or therapeutic procedure(s) 
requested; 

(3) the physicians designated in the application as 
individual users, have clinical experience as 
required by Rule .0117(a)(2) of this Chapter; 

(4) the physicians and all other personnel who will 
be involved in the preparation and use of 
radioactive material have training and 
experience in the handling of unsealed 

radioactive material appropriate to their use of 
radioactive material and as required by Rule 
.0117(a)(2) of this Chapter; 

(5) the applicant has radiation safety operating 
procedures for handling and disposal of the 
radioactive material that provide protection to 
the workers, the public and the environment 
from radiation exposure and radioactive 
contamination. contamination; and 

(6) the applicant has a clinical procedures manual, 
as appropriate for licensed activities. 

(b)  Any person authorized by Rules .0318, .0319, .0320, .0322, 
or .0324 of this Section for medical use of radioactive material 
may receive, possess and use any of the following radioactive 
material for check, calibration, transmission and reference use: 

(1) Sealed sources net exceeding 30 millicuries 
(mCi)(1.11 Gigabecquerel (GBq)) each, 
manufactured and distributed by a person 
licensed under 10 CFR 32.74 or equivalent 
Agreement State regulations; 

(2) Sealed sources, not exceeding 30 mCi (1.11 
GBq) each, redistributed by a licensee 
authorized to redistribute the sealed sources 
manufactured and distributed by a person 
licensed under 10 CFR 32.74, providing the 
redistributed sealed sources are in the original 
packaging and shielding and are accompanied 
by the manufacturer's approved instructions; 

(3) Any radioactive material with a half-life not 
longer than 120 days in individual amounts not 
to exceed 15 mCi (0.56 GBq); 

(4) Any radioactive material with a half-life 
greater than 120 days in individual amounts 
not to exceed the smaller of 200 microcuries 
(µCi) (7.4 Megabecquerel (MBq)) or 1000 
times the quantities in Appendix C of 10 CFR 
Part 20; and 

(5) Technetium-99m in amounts as needed. 
(c)  Any licensee who possesses sealed sources as calibration 
and reference sources pursuant to Paragraph (b) of this Rule 
shall test each source for leakage and contamination prior to 
initial use and at intervals not to exceed six months or at other 
intervals approved by the U.S. Nuclear Regulatory Commission 
or an Agreement State in the Sealed Source and Device Registry. 
If there is reason for the licensee to suspect that a sealed source 
may have been damaged, or might be leaking, it shall be tested 
for leakage before further use. 
(d)  Leak test results shall be recorded in units of microcuries 
and maintained for inspection by the agency. 
(e)  Any licensee who possesses and uses calibration and 
reference sources pursuant to Paragraph (b) of this Rule shall: 

(1) follow the radiation safety and handling 
instructions that are required by the licensing 
agency to be furnished by the manufacturer on 
the label attached to the source or permanent 
container thereof or in the leaflet or brochure 
that accompanies the source; 

(2) maintain such instructions in a legible and 
conveniently available form; and 
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(3 conduct a quarterly physical inventory to 
account for all sources received an possessed 
under the license.  Records of the inventories 
shall be maintained for inspection by the 
agency and shall include the quantities and 
kinds of radioactive material, location of the 
sources and the date of the inventory. 

(f)  Any licensee who is licensed pursuant to Rules .0318, .0319, 
.0320, or .0324 of this Section for medical use of unsealed 
radioactive material also is authorized to use radioactive material 
under the general license in Rule .0314 of this Chapter for the 
specified IN VITRO uses without filing agency forms as 
required by Rule .0314(b) of the Chapter, provided that the 
licensee is subject to the other provisions of Rule .0314 of this 
Chapter. 
(g)  For each individual receiving radiopharmaceutical therapy 
and hospitalized because the individual cannot be released in 
accordance with Rule .0358 of this Section, a licensee shall: 

(1) provide a private room with a private sanitary 
facility; 

(2) post the individual's door with a "Radioactive 
Materials" sign and note on the door or the 
individual's chart, where and how long visitors 
may stay in the individual's room; 

(3) either monitor material or items removed from 
the individual's room to determine that their 
radioactivity cannot be distinguished from the 
natural background radiation level with a 
radiation detection survey instrument set on its 
most sensitive scale and with no interposed 
shielding, or handle them as radioactive waste; 
and 

(4) Notify the Radiation Safety Officer and 
authorized user as soon as feasible if the 
individual has a medical emergency and 
immediately if the patient dies. 

 
Authority G.S. 104E-7; 104E-10(b). 
 
15A NCAC 11 .0322 SPECIFIC LICENSES: HUMAN  
USE OF SEALED SOURCES 
(a)  In addition to the requirements set forth in Rule .0318, 
.0319, or .0320 of this Section, a specific license for human use 
of sealed sources shall be issued only if the applicant, or if the 
application is made by an institution, the individual user: 

(1) has training and experience as required by 
Rule .0117(a)(2) of this Chapter, and 

(2) is a physician. 
(b)  The licensee shall comply with the provisions of Section 
.0700 of this Chapter and the requirements of Subpart H of 10 
CFR Part 35. 
(c)  For medical use, a licensee may only use: 

(1) Sealed sources or devices manufactured, 
labeled, packaged and distributed in 
accordance with a license issued under 10 
CFR Part 30 and 10 CFR 32.74 or equivalent 
requirements of an Agreement State;  

(2) Sealed sources or devices noncommercially 
transferred from a licensee licensed pursuant 

to Section .0300 of this Chapter, 10 CFR Part 
35, or equivalent regulations of an Agreement 
State medical use licensee; 

(3) Teletherapy sources manufactured and 
distributed in accordance with 10 CFR Part 30 
or the equivalent requirements of an 
Agreement State; or 

(4) Brachytherapy sources, photon emitting 
remote afterlaoder afterloader units, 
teletherapy units or gamma stereotactic 
radiosurgery units for therapeutic medical 
uses;use as approved in: 
(A) As approved in the Sealed Sources 

and Device Registry; or 
(B) Research In research in accordance 

with an active Investigational Device 
Exemption (IDE) application 
accepted by the FDA. FDA provided 
the requirements of 10 CFR 35.49(a) 
are met. 

(d)  In addition to the requirements in Rule .1003 of this 
Chapter, the licensee shall provide radiation safety instruction, 
initially and at least annually, to personnel caring for patients or 
human research subjects who are receiving brachytherapy and 
cannot be released in accordance with Rule .0358 of this 
Section.  To satisfy this requirement, the instruction must be 
commensurate with the duties of the personnel and include: 

(1) Size and appearance of the brachytherapy 
sources; 

(2) Safe handling and shielding instructions; 
(3) Patient or human research subject control; 
(4) Visitor control, including both: 

(A) Routine visitation to hospitalized 
individuals in accordance with the 
provisions of Rule .1611(a)(1) of this 
Chapter; and 

(B) Visitation authorized by Rule 
.1611(e) of this Chapter. Chapter; and 

(5) Notification of the Radiation Safety Officer, or 
his designee, and an authorized user if the 
patient or the human research subject has a 
medical emergency or dies. 

(e)  The licensee shall retain records of the radiation safety 
instruction required in Paragraph (d) of this Rule for three years.  
The record must include: 

(1) List of topics covered; 
(2) The date of the instruction; 
(3) The name(s) of the attendee(s); and 
(4) The name(s) of the individual(s) who provided 

the instruction. 
 
Authority G.S. 104E-7; 104E-10(b). 
 
15A NCAC 11 .0325 SPECIFIC LICENSES:  
PRODUCTS WITH EXEMPT CONCENTRATIONS 
(a)  In addition to the requirements set forth in Rule .0317 of this 
Section, a specific license authorizing the introduction of 
radioactive material into a product or material owned by or in 
the possession of the licensee or another to be transferred to 
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persons exempt under Rule .0303(b) of this Section will be 
issued if: 

(1) the applicant submits a description of the 
product or material into which the radioactive 
material will be introduced, intended use of the 
radioactive material and the product or 
material into which it is introduced, method of 
introduction, initial concentration of the 
radioactive material in the product or material, 
control methods to assure that no more than 
the specified concentration is introduced into 
the product or material, estimated time interval 
between introduction and transfer of the 
product or material, and estimated 
concentration of the radioactive material in the 
product or material at the time of transfer; and 

(2) the applicant provides a detailed analysis 
which demonstrates that the product or 
material is not likely to be incorporated in any 
food, beverage, cosmetic, drug or other 
commodity or product designed for ingestion 
or inhalation by, or application to, a human 
being, use of lower concentration is not 
feasible and that the concentrations of 
radioactive material at the time of transfer, or 
that reconcentration of the radioactive 
material, will not exceed the concentrations 
listed in the table in Rule .0303(b) of this 
Section. 
(A) Many radioisotopes disintegrate into 

isotopes which are also radioactive.  
In expressing the concentrations in 
the table in Rule .0303(b) of this 
Section, the activity stated is that of 
the parent isotope and takes into 
account the daughters. 

(B) Values are given in Column I of the 
table in Rule .0303(b) of this Section, 
only for those materials normally 
used as gases. 

(C) For purposes of this Rule where there 
is involved a combination of isotopes, 
the limit for the combination shall be 
derived as follows: 
(i) Determine for each isotope 

in the product the ratio 
between the concentration 
present in the product and 
the exempt concentration 
established in the table in 
Rule .0303(b) of this Section 
for the specific isotope when 
not in combination. 

(ii) The sum of these ratios shall 
not exceed unity. 

Example: 
 
Exempt concentration of Isotope A  + 
 

Exempt concentration of Isotope B  less than or equal to 
1 
 
(b)  Each person licensed under Paragraph (a) of this Rule shall 
file with the agency an annual report which shall identify: 

(1) the type and quantity of each product or 
material into which radioactive material has 
been introduced during the reporting period; 

(2) name and address of the person who owned or 
possessed the product or material, into which 
radioactive material has been introduced, at 
the time of introduction; 

(3) the type and quantity of radionuclide 
introduced into each such product or material; 
and 

(4) the initial concentrations of the radionuclide in 
the product or material at time of transfer of 
the radioactive material by the licensee. 

If no transfers of radioactive material have been made pursuant 
to Paragraph (a) of this Rule during the reporting period, the 
report shall so indicate.  The report shall cover the 12-month 
period ending June 30, and shall be filed within 30 days 
thereafter. 
 
Authority G.S. 104E-7; 104E-10(b). 
 
15A NCAC 11 .0326 SPECIFIC LICENSES: EXEMPT  
DISTRIBUTION 
(a)  An application for a specific license to distribute radioactive 
material other than source, byproduct or special nuclear material 
to persons exempt from these Rules pursuant to Rule .0304(e) of 
this Section will be approved if: 

(1) The radioactive material is not contained in 
any food, beverage, cosmetic, drug, or other 
commodity designed for ingestion or 
inhalation by, or application to, a human 
being; 

(2) The radioactive material is in the form of 
processed chemical elements, compounds, or 
mixtures, tissue samples, bioassay samples, 
counting standards, plated or encapsulated 
sources, or similar substances, identified as 
radioactive and to be used for its radioactive 
properties, but is not incorporated into any 
manufactured or assembled commodity, 
product, or device intended for commercial 
distribution; and 

(3) The applicant submits copies of prototype 
labels and brochures and the agency approves 
their labels and brochures. 

(b)  The license issued pursuant to this Rule is subject to the 
following conditions: 

(1) No more than ten exempt quantities shall be 
sold or transferred in any single transaction.  
An exempt quantity may be composed of 
fractional parts of one or more of the exempt 
quantity provided the sum of the fraction shall 
not exceed unity. 
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(2) Each exempt quantity shall be separately and 
individually packaged.  No more than ten 
packaged exempt quantities shall be contained 
in any outer package for transfer to persons 
exempt pursuant to Rule .0304(e) of this 
Section.  The outer package shall be such that 
the dose rate at the external surface of the 
package does not exceed 0.5 millirem per 
hour. 

(3) The immediate container of each quantity of 
separately packaged fractional quantity of 
radioactive material shall bear the words 
"Radioactive Material". 

(4) In addition to the labeling information required 
by Subparagraph (b)(3) of this Rule, the label 
affixed to the immediate container, or an 
accompanying brochure, shall: 
(A) state that the contents are exempt 

from U.S. Nuclear Regulatory 
Commission or agreement state 
requirements; 

(B) contain the following statements: 
(i) Radioactive material; 
(ii) Not for human use; 
(iii) Introduction into foods, 

beverages, cosmetics, drugs, 
or medicinals, or into 
products manufactured for 
commercial distribution is 
prohibited; 

(iv) Exempt quantities should not 
be combined. 

(C) set forth appropriate additional 
radiation safety precautions and 
instructions relating to the handling, 
use, storage, and disposal of the 
radioactive material. 

(c)  Each person licensed under Paragraph (a) of this Rule shall 
maintain records identifying, by name and address, each person 
to whom radioactive material is transferred for use under Rule 
.0304(e) of this Section or the equivalent regulations of an 
agreement state, and stating the kinds and quantities of 
radioactive material transferred.  An annual summary report 
stating the total quantity of each radionuclide transferred under 
the specific license shall be filed with the agency. Each report 
shall cover the 12 month period ending June 30, and shall be 
filed within 30 days thereafter.  If no transfers of radioactive 
material have been made pursuant to this Rule during the 
reporting period, the report shall so indicate. 
(d)  Authority to transfer possession or control by the 
manufacturer, processor, or producer of any equipment, device, 
commodity, or other product containing source or byproduct 
material whose subsequent possession, use, transfer, and 
disposal by all other persons are exempted from regulatory 
requirements may be obtained only from the U.S. Nuclear 
Regulatory Commission, Washington, D.C. 20555. 
 
Authority G.S. 104E-7; 104E-10(b). 
 

15A NCAC 11 .0328 SPECIFIC LICENSES:  
MANUFACTURE DEVICES TO PERSONS LICENSED 
(a)  An application for a specific license to manufacture or 
distribute devices containing radioactive material, excluding 
special nuclear material, to persons generally licensed under 
Rule .0309 of this Section or equivalent regulations of the U.S. 
Nuclear Regulatory Commission or an agreement state will shall 
be approved if: 

(1) the applicant satisfies the general requirements 
of Rule .0317 of this Section; 

(2) the applicant submits sufficient information 
relating to the design, manufacture, prototype 
testing, quality control, labels, proposed uses, 
installation, servicing, leak testing, operating 
and safety instructions, and potential hazards 
of the device to provide reasonable assurance 
that: 
(A) the device can be safely operated by 

persons not having training in 
radiological protection; 

(B) under ordinary conditions of 
handling, storage, and use of the 
device, the radioactive material 
contained in the device will not be 
released or inadvertently removed 
from the device, and it is unlikely that 
any person will receive in any period 
of one calendar quarter year a dose in 
excess of ten percent of the limits 
specified in the table of Rule .1604 of 
this Chapter; and 

(C) under accident conditions (such as 
fire and explosion) associated with 
handling, storage, and use of the 
device, it is unlikely that any person 
would receive an external radiation 
dose or dose commitment in excess of 
the following organ doses: 
(i) whole body, head and trunk, 

active blood-forming organs, 
gonads, or lens of eye: 15 
rems; 

(ii) hands and forearms, feet and 
ankles, localized areas of 
skin averaged over areas no 
larger than one square 
centimeter: 200 rems; or 

(iii) other organs: 50 rems. and 
(3) each device bears a durable, legible, clearly 

visible label or labels approved by the agency, 
which contain in a clearly an identified and 
separate statement: 
(A) instructions and precautions 

necessary to assure safe installation, 
operation, and servicing of the device 
(documents such as operating and 
service manuals may be identified in 
the label and used to provide this 
information); 
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(B) the requirement, or lack of 
requirement, for leak testing, or for 
testing any on-off mechanism and 
indicator, including the maximum 
time interval for such testing, and the 
identification of radioactive material 
by isotope, quantity of radioactivity, 
and date of determination of the 
quantity; and 

(C) the information called for in the 
following statement in the same or 
substantially similar form: "The 
receipt, possession, use, and transfer 
of this device Model 
__________________, Serial No. 
__________________, are subject to 
a general license or the equivalent 
and the regulations of the U.S. 
Nuclear Regulatory Commission or 
an agreement state.  This label shall 
be maintained on the device in a 
legible condition.  Removal of this 
label is prohibited." 

 
CAUTION - RADIOACTIVE MATERIAL 
    (name of manufacturer or distributor) 

 
(4) theThe model, serial number, and name of 

manufacturer or distributor may be omitted 
from this label provided they are elsewhere 
specified in labeling affixed to the device. 

(b)  In the eventIf the applicant desires that the device be 
required to be tested at intervals longer than six months, either 
for proper operation of the on-off mechanism and indicator, if 
any, or for leakage of radioactive material or for both, he shall 
include in his application sufficient information to demonstrate 
that such a longer interval is justified by performance 
characteristics of the device or similar devices and by design 
features which have a significant bearing on the probability or 
consequences of leakage of radioactive material from the device 
or failure of the on-off mechanism and indicator.  In determining 
the acceptable interval for the test for leakage of radioactive 
material, the agency will shall consider information which 
includes:includes, but is not limited to: 

(1) primary containment (source capsule); 
(2) protection of primary containment; 
(3) method of sealing containment; 
(4) containment construction materials; 
(5) form of contained radioactive material; 
(6) maximum temperature withstood during 

prototype test; 
(7) maximum pressure withstood during prototype 

tests; 
(8) maximum quantity of contained radioactive 

material; 
(9) radiotoxicity of contained radioactive material; 

and 
(10) operating experience with identical devices or 

similarly designed and constructed devices. 

(c)  In the eventIf the applicant desires that the general licensee 
under Rule .0309 of this Section, or under equivalent regulations 
of the U.S. Nuclear Regulatory Commission, or an agreement 
state, be authorized to install the device, collect the sample to be 
analyzed by a specific licensee for leakage of radioactive 
material, service the device, test the on-off mechanism and 
indicator, or remove the device from installation, he shall 
include in his application: 

(1) Written instructions to be followed by the 
general licensee; 

(2) Estimated calendar quarter doses associated 
with such the activity or activities by an 
individual untrained in radiological protection, 
in addition to other handling, storage and use 
of devices under the general license; and 

(3) information to demonstrate that performance 
of such activity(ies) is unlikely to cause that 
individual to receive a calendar quarter year 
dose in excess of ten percent of the limits 
specified in Rule .1604 of this Chapter. 

(d)  Each person licensed under this Rule to distribute devices 
shall furnish a copy of the general license contained in Section 
31.5 of 10 CFR Part 31 to each person to whom he directly or 
through an intermediate person transfers radioactive material in 
a device for use pursuant to the general license contained in Rule 
.0309 of this Section, or equivalent regulations of the U.S. 
Nuclear Regulatory Commission or an agreement state.  The 
copy of Section 31.5 of 10 CFR Part 31 shall be accompanied by 
a note explaining that the use of the device is regulated by 
agreement states under requirements substantially the same as 
those in Section 31.5 of 10 CFR Part 31.  Alternatively, when 
transferring the devices to persons in a specific agreement state, 
a copy of that agreement state's equivalent regulations shall be 
furnished. 
(e)  Each person, licensed under this Rule to distribute devices, 
shall report to the agencies specified in Subparagraphs (e)(1), (2) 
and (3) of this Rule all transfers of the devices to persons 
generally licensed under the rules of those agencies. Such 
reports shall identify each general licensee by name and address, 
an individual by name or position who may constitute a contact 
with the general licensee, the type and model number of the 
device transferred, and the quantity and type of radioactive 
material contained in the device. If one or more intermediate 
persons will temporarily possess the device at the intended place 
of use prior to its possession by the user, the reports shall include 
identification of each intermediate person by name, address, 
contact and relationship to the intended user. If no transfers have 
been made to generally licensed persons during the reporting 
period, the reports shall so indicate.  The reports shall cover each 
calendar quarter and shall be filed within 30 days thereafter. The 
reports shall be submitted to: 

(1) the agency for devices transferred to persons 
generally licensed under Rule .0309 of this 
Section; 

(2) each agreement state for devices transferred to 
persons generally licensed under rules 
equivalent to Rule .0309 of this Section; and 
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(3) the U.S. Nuclear Regulatory Commission for 
devices transferred to persons generally 
licensed under Section 31.5 of 10 CFR Part 31. 

(f)  Each person, licensed under this Rule to distribute devices, 
shall maintain for agency inspection either copies of all reports 
required in Paragraph (e) of this Rule or a record containing 
substantially the same information.  Such copies or records of 
transfer shall be maintained for at least five years after the date 
of each transfer of a device to a generally licensed person. 
 
Authority G.S. 104E-7; 104E-10(b). 
 
15A NCAC 11 .0331  SPECIFIC  
LICENSES-MANUFACTURE OF IN VITRO TEST KITS 
An application for a specific license to manufacture or distribute 
radioactive material for use under the general license in Rule 
.0314 of this Section will shall be approved if the following 
requirements are satisfied: 

(1) The applicant satisfies the general 
requirements specified in Rule .0317 of this 
Section. 

(2) The radioactive material is to be prepared for 
distribution in prepackaged units of: 
(a) iodine-125 in units not exceeding ten 

microcuries each; 
(b) iodine-131 in units not exceeding ten 

microcuries each; 
(c) carbon-14 in units not exceeding ten 

microcuries each; 
(d) hydrogen-3 (tritium) in units not 

exceeding 50 microcuries each; 
(e) iron-59 in units not to exceed 20 

microcuries each; 
(f) cobalt-57 in units not to exceed ten 

microcuries each; 
(g) selenium-75 in units not exceeding 10 

microcuries0.05 microcurie of 
iodine-129 and 0.005 microcurie of 
americium-241 each. each; or 

(h) mock iodine-125 in units not 
exceeding 0.05 microcurie of iodine-
129 and 0.005 microcurie of 
americium-241 each. 

(3) Each prepackaged unit bears a durable, clearly 
visible label: 
(a) identifying the radioactive contents as 

to chemical form and radionuclide, 
and indicating that the amount of 
radioactivity does not exceed the 
appropriate limit in Item (2) of this 
Rule, and 

(b) displaying the radiation caution 
symbol described in Rule .1623 of 
this Chapter and the words, 
"CAUTION, RADIOACTIVE 
MATERIAL", and "NOT FOR 
INTERNAL OR EXTERNAL USE 
IN HUMANS OR ANIMALS". 

(4) The following statement, or a substantially 
similar statement which contains the 
information called for in the following 
statement, appears on a label affixed to each 
prepackaged unit or appears in a leaflet or 
brochure which accompanies the package: 

This radioactive material may be received, acquired, possessed, 
and used only by physicians, clinical laboratories or hospitals 
and only for IN VITRO clinical or laboratory tests not involving 
internal or external administration of the material, or the 
radiation therefrom, to human beings or animals.  Its receipt, 
acquisition, possession, use, and transfer are subject to the 
regulations and a general license of the U.S. Nuclear Regulatory 
Commission or a state with which the Commission has entered 
into an agreement for the exercise of regulatory authority. 
(Name of Manufacturer) 

(5) The label affixed to the unit, or the leaflet or 
brochure which accompanies the package, 
contains adequate information as to the 
precautions to be observed in handling and 
storing such radioactive material. In the case 
of the mock iodine-125 reference or 
calibration source, the information 
accompanying the source must also contain 
directions to the licensee regarding the waste 
disposal requirements set out in Rule .1628 of 
this Chapter. 

 
Authority G.S. 104E-7; 104E-10(b). 
 
15A NCAC 11 .0333 SPECIFIC LICENSES:  
MANUFACTURE OF RADIOPHARMACEUTICALS 
An application for a specific license to manufacture and 
distribute radiopharmaceuticals containing radioactive material 
for use by persons licensed pursuant to Rule .0318, .0319, or 
.0320 of this Section for the radiopharmaceuticals and associated 
uses in Groups I, II or IV medical use shall be approved subject 
to the following conditions: 

(1) the applicant satisfies the requirements of Rule 
.0317 of this Section; and 

(2) the applicant meets the applicable 
requirements in Section 32.72 of 10 CFR Part 
32. Part 32, and Section 30.32(j) of 10 CFR 
Part 30. 

 
Authority G.S. 104E-7; 104E-10(b). 
 
15A NCAC 11 .0334 SPECIFIC LICENSES:  
GENERATORS AND REAGENT KITS 
An application for a specific license to manufacture and 
distribute generators and reagent kits containing radioactive 
material for preparation of radiopharmaceuticals by persons 
licensed pursuant to Rule .0321 of this Section for the 
generators, reagent kits and associated medical uses in Group III 
will shall be approved subject to the following conditions: 

(1) the applicant satisfies the general requirements 
of Rule .0317 of this Section, and 



PROPOSED RULES 

 

 

27:22                                                               NORTH CAROLINA REGISTER                                            MAY 15, 2013 

2065 

(2) the applicant satisfies the applicable 
requirements in Section 32.73 of 10 CFR Part 
32 or their equivalent. 

 
Authority G.S. 104E-7; 104E-10(b). 
 
15A NCAC 11 .0338 SPECIFIC TERMS AND  
CONDITIONS OF LICENSES 
(a) Each license issued pursuant to the rules in this Section shall 
be subject to all the provisions of the Act, now or hereafter in 
effect, to all rules adopted pursuant to provisions of the Act and 
to orders of the agency. 
(b)  No license issued or granted pursuant to this Section and no 
right to possess or utilize radioactive material granted by any 
license issued pursuant to this Section shall be transferred, 
assigned, or in any manner disposed of, either voluntarily or 
involuntarily, directly or indirectly, through transfer of control of 
any license to any person unless the agency, after securing full 
information, finds that the transfer is in accordance with the 
provisions of the Act, and gives its consent in writing. 
(c)(a)  Each person licensed by the agency pursuant to this 
Section shall confine his use and possession of the radioactive 
material licensed to the locations and purposes authorized in the 
license. 
(d)(b)  Each licensee shall notify the agency in writing 
immediately following the filing of a voluntary or involuntary 
petition for bankruptcy under any Chapter of Title 11 
(Bankruptcy) of the United States Code by or against: 

(1) licensee; 
(2) an entity [as that term is defined in 11 U.S.C. 

101(14)] controlling the licensee or listing the 
license or licensee as property of the estate; or 

(3) an affiliate [as that term is defined in 11 
U.S.C. 101(2)] of the licensee. 

(e)(c)  The notification in Paragraph (d) of this Rule shall 
indicate: 

(1) the bankruptcy court in which the petition for 
bankruptcy was filed; and 

(2) the date of the filing of the petition. 
(f)(d)  Licensees required to submit emergency plans pursuant to 
Rule .0352 of this Section shall follow the emergency plan 
approved by the agency.  The licensees may change the 
approved plan without agency approval only if the licensee 
believes the changes do not decrease the effectiveness of the 
plan and are submitted to the agency no later than 20 calendar 
days after the changes are made.  The licensee shall furnish the 
change to affected off-site response organizations within six 
months after the change is made.  Proposed changes that the 
licensee believes are likely to decrease, or may potentially 
decrease, the effectiveness of the approved emergency plan shall 
not be implemented without prior application to and prior 
approval by the agency. 
(e)  Each licensee preparing technetium-99m 
radiopharmaceuticals from molybdenum-99/technetium-99m 
generators or rubidium-82 from strontium-82/rubidium-82 
generators shall test the generator eluates for molybdenum-99 
breakthrough or strontium-82 and strontium-85 contamination, 
respectively, in accordance with Rule .0361 of this Section. The 

licensee shall record the results of each test and retain each 
record for three years after the record is made. 
(f)  Each portable gauge licensee shall use a minimum of two 
independent physical controls that form tangible barriers to 
secure portable gauges from unauthorized removal, whenever 
portable gauges are not under the control and constant 
surveillance of the licensee. 
(g)  Authorization under Rule .0333 of this Section to produce 
Positron Emission Tomography (PET) radioactive drugs for 
noncommercial transfer to medical use licensees in its 
consortium does not relieve the licensee from complying with 
applicable FDA, other Federal, and State requirements 
governing radioactive drugs. 
(h)  Each licensee authorized under Rule .0333 of this Section to 
produce PET radioactive drugs for noncommercial transfer to 
medical use licensees in its consortium shall: 

(1) Satisfy the labeling requirements in Rule .1626 
of this Chapter for each PET radioactive drug 
transport radiation shield and each syringe, 
vial, or other container used to hold a PET 
radioactive drug intended for noncommercial 
distribution to members of its consortium. and 

(2) Possess and use instrumentation to measure 
the radioactivity of the PET radioactive drugs 
intended for noncommercial distribution to 
members of its consortium and meet the 
procedural, radioactivity measurement, 
instrument test, instrument check, and 
instrument adjustment requirements in Rule 
.0333 of this Section. 

(i)  A licensee that is a pharmacy authorized under Rule .0333 of 
this Section to produce PET radioactive drugs for 
noncommercial transfer to medical use licensees in its 
consortium shall require that any individual that prepares PET 
radioactive drugs be: 

(1) an authorized nuclear pharmacist that meets 
the requirements in Rule .0318 of this Section, 
or 

(2) an individual under the supervision of an 
authorized nuclear pharmacist as specified in 
Rule .0318 of this Section. 

(j)  A pharmacy, authorized under Rule .0333 of this Section to 
produce PET radioactive drugs for noncommercial transfer to 
medical use licensees in its consortium that allows an individual 
to work as an authorized nuclear pharmacist, shall meet the 
requirements of Rule .0318 of this Section. 
 
Authority G.S. 104E-7; 104E-10(b). 
 
15A NCAC 11 .0352 EMERGENCY PLANS 
(a)  Each application to possess radioactive materials in unsealed 
form, on foils or plated sources, or sealed in glass in excess of 
the quantities in the table in Subparagraph (e)(1) of this Rule 
must contain either: 

(1) an evaluation showing that the maximum dose 
to a person off-site due to a release of 
radioactive materials would not exceed one 
rem effective dose equivalent or five rems to 
the thyroid; or 
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(2) an emergency plan for responding to a release 
of radioactive material. 

(b)  One or more of the The following factors may be used to 
support an evaluation submitted under Subparagraph (a)(1) of 
this Rule: 

(1) the radioactive material is physically separated 
so that only a portion could be involved in an 
accident; 

(2) all or part of the radioactive material is not 
subject to release during an accident because 
of the way it is stored or packaged; 

(3)  the release fraction in the respirable size range 
would be lower than the release fraction 
shown in Subparagraph (e)(1) of this Rule due 
to the chemical or physical form of the 
material; 

(4) the solubility of the radioactive material would 
reduce the dose received; 

(5) facility design or engineered safety features in 
the facility would cause the release fraction to 
be lower than shown in Subparagraph (e)(1) of 
this Rule; and 

(6) operating restrictions or procedures would 
prevent a release fraction as large as that 
shown in Subparagraph (e)(1) of this Rule; or 

(7) other factors appropriate for the specific 
facility. 

(c)  An emergency plan for responding to a release of radioactive 
material submitted under Subparagraph (a)(2) of this Rule must 
include the following information: 

(1) brief description of the licensee's facility and 
potentially impacted area near the site; 

(2) identification of each type of radioactive 
materials accident for which protective actions 
may be needed; 

(3) classification system for classifying accidents 
as alerts or site area emergencies; 

(4) identification of the means of detecting each 
type of accident in a timely manner quickly 
enough to mitigate off-site consequences; 

(5) brief description of the means and equipment 
for mitigating the consequences of each type 
of accident, including those provided to 
protect workers on-site, and a description of 
the program for maintaining the equipment; 

(6) brief description of the methods and 
equipment to assess releases of radioactive 
materials; 

(7) brief description of the responsibilities of 
licensee personnel, should an accident occur, 
including identification of personnel 
responsible for promptly notifying off-site 
response organizations and the agency, and 
responsibilities for developing, maintaining, 
and updating the plan; 

(8) brief description of notification and 
coordination, to include a commitment to and 
a brief description of the means to promptly 
notify off-site response organizations and 

request off-site assistance, including medical 
assistance for the treatment of contaminated 
injured on-site workers when appropriate, 
provided that: 
(A) a control point shall be is established; 
(B) the notification and coordination shall 

be is planned so that unavailability of 
some personnel, parts of the facility, 
and some equipment will not prevent 
the notification and coordination; 

(C) the licensee shall also commit 
commits to notify the agency 
immediately after notification of the 
appropriate off-site response 
organizations, not to exceed within 
one hour after the licensee declares an 
emergency; and 

(D) the reporting requirements in 
Subparagraph (c)(8) of this Rule do 
not substitute for or relieve the 
licensee from responsibility for 
complying with the requirements in 
the Emergency Planning and 
Community Right-to-Know Act of 
1986, Title III, Public Law 99-499 or 
other state or federal reporting 
requirements; 

(9) brief description of the types of information on 
facility status, radioactive releases, and 
recommended protective actions, if necessary, 
to be given to off-site response organizations 
and to the agency; 

(10) brief description of the frequency, 
performance objectives and plans for the 
training that the licensee will provide workers 
on how to respond to an emergency, including 
any special instructions and orientation tours 
the licensee would offer to fire, police, 
medical and other emergency personnel, where 
such training shall: 
(A) familiarize personnel with 

site-specific emergency procedures; 
and 

(B) thoroughly prepare site personnel for 
their responsibilities in the event of 
accident scenarios postulated as most 
probable for the specific site, 
including the use of team training for 
such scenarios; 

(11) brief description of the means of restoring the 
facility to a safe condition after an accident; 

(12) brief description of provisions for conducting 
quarterly communications checks with off-site 
response organizations and biennial on-site 
exercises to test response to simulated 
emergencies where such provisions shall meet 
the following specific requirements: 
(A) quarterly communications checks 

with off-site response organizations 
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shall include the check and update of 
all necessary telephone numbers; 

(B) while participation of off-site 
response organizations in biennial 
exercises is encouraged but not 
required, the licensee shall invite 
off-site response organizations to 
participate in the biennial exercises; 

(C) accident scenarios for biennial 
exercises shall not be are not known 
to most exercise participants; 

(D) the licensee shall critique of each 
exercise using individuals who do not 
have direct implementation 
responsibility for the plan; and 

(E) critiques of exercises shall evaluate 
the appropriateness of the plan, 
emergency procedures, facilities, 
equipment, training of personnel, and 

overall effectiveness of the response; 
and 

(F) deficiencies found by the critiques in 
Part (c)(12)(E) of this Rule shall be 
are corrected; and 

(13) certification that the applicant has met its 
responsibilities under the Emergency Planning 
and Community Right-to-Know Act of 1986, 
Title III, Public Law 99-499, if applicable to 
the applicant's activities at the proposed place 
of use of the radioactive material. 

(d)  The licensee shall allow the off-site response organizations 
expected to respond in case of an accident 60 days to comment 
on the licensee's emergency plan before submitting it to the 
agency.  The licensee shall provide any comments received 
within the 60 day comment period to the agency with the 
emergency plan. 
(e)  Quantities of radioactive material requiring consideration of 
the need for an emergency plan for responding to a release as 
used in this Rule and special instructions for use are: 

 
(1)    TABLE 

 
RADIOACTIVE MATERIAL    RELEASE    QUANTITY 
       FRACTION   (CURIES) 
Actinium-228      0.001    4,000 
Americium-241      .001    2 
Americium-242      001.001    2 
Americium-243      .001    2 
Antimony-124      .01    4,000 
Antimony-126      .01    6,000 
Barium-133      .01    10,000 
Barium-140      .01    30,000 
Bismuth-207      .01    5,000 
Bismuth-210      .01    600 
Cadmium-109      .01    1,000 
Cadmium-113      .01    80 
Calcium-45      .01    20,000 
Californium-252      .001    9 (20 mg) 
Carbon-14 (NON CO) (NON CO2)    .01    50,000 
Cerium-141      .01    10,000 
Cerium-144      .01    300 
Cesium-134      .01    2,000 
Cesium-137      .01    3,000 
Chlorine-36      .5    100 
Chromium-51      .01    300,000 
Cobalt-60      .001    5,000 
Copper-64      .01    200,000 
Curium-242      .001    60 
Curium-243      .001    3 
Curium-244      .001    4 
Curium-245      .001    2 
Europium-152      .01    500 
Europium-154      .01    400 
Europium-155      .01    3,000 
Germanium-68      .01    2,000 
Gadolinium-153      .01    5,000 
Gold-198      .01    30,000 
Hafnium-172      .01    400 
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Hafnium-181      .01    7,000 
Holmium-166 m      .01    100 
Hydrogen-3      .5    20,000 
Iodine-125      .5    10 
Iodine-131      .5    10 
Indium-114 m      .01    1,000 
Iridium-192      .001    40,000 
Iron-55       .01    40,000 
Iron-59       .01    7,000 
Krypton-85      1.0    6,000,000 
Lead-210      .01    8 
Manganese-56      .01    60,000 
Mercury-203      .01    10,000 
Molybdenum-99      .01    30,000 
Neptunium-237      .001    2 
Nickel-63      .01    20,000 
Niobium-94      .01    300 
Phosphorus-32      .5    100 
Phosphorus-33      .5    1,000 
Polonium-210      .01    10 
Potassium-42      .01    9,000 
Promethium-145      .01    4,000 
Promethium-147      .01    4,000 
Ruthenium-106      .01    200 
Samarium-151      .01    4,000 
Scandium-46      .01    3,000 
Selenium-75      .01    10,000 
Silver-110 m      .01    1,000 
Sodium-22      .01    9,000 
Sodium-24      .01    10,000 
Strontium-89      .01    3,000 
Strontium-90      .01    90 
Sulfur-35      .5    900 
Technetium-99      .01    10,000 
Technetium-99 m                    .01    400,000 
Tellurium-127 m      .01    5,000 
Tellurium-129 m      .01    5,000 
Terbium-160      .01    4,000 
Thulium-170      .01    4,000 
Tin-113       .01    10,000 
Tin-123       .01    3,000 
Tin-126       .01    1,000 
Titanium-44      .01    100 
Vanadium-48      .01    7,000 
Xenon-133      1.0    900,000 
Yttrium-91      .01    2,000 
Zinc-65       .01    5,000 
Zirconium-93      .01    400 
Zirconium-95      .01    5,000 
Any other beta-gamma emitter    .01    10,000 
Mixed fission products     .01    1,000 
Mixed corrosion products     .01    10,000 
Contaminated equipment beta-gamma   .001    10,000 
Irradiated material, any form  
other than solid noncombustible    .01    1,000 
Irradiated material, solid  
Noncombustible      .001    10,000 
Mixed radioactive waste 
beta-gamma      .01    1,000 
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Packaged mixed waste, beta-gamma   .001    10,000 
Any other alpha emitter     .001    2 
Contaminated equipment, alpha    .0001    20 
Packaged waste, alpha     .0001    20 
 
(2)(f)  For combinations of radioactive materials, consideration of the need for an emergency plan is required if the sum of the ratios 
of the quantity of each radioactive material authorized to the quantity listed for that material in the table in Subparagraph (e)(1) of this 
Rule exceeds one. 
(3)(g)  Waste packaged in Type B containers, as defined in 10 CFR Part 71.4, does not require an emergency plan. 
 
Authority G.S. 104E-7; 104E-18. 

 
15A NCAC 11 .0358 RELEASE OF PATIENTS  
CONTAINING RADIOPHARMACEUTICALS OR  
PERMANENT IMPLANTS 
(a)  A licensee may authorize the release from its control of any 
individual who has been administered radiopharmaceuticals or 
permanent implants containing radioactive material if the total 
effective dose equivalent to any other individual from exposure 
to the released individual is not likely to exceed 500 millirem (5 
mSv). 
(b)  The licensee shall provide the released individual individual, 
or the individual's parent or guardian, with instructions, 
including written instructions, on actions recommended to 
maintain doses to other individuals as low as reasonably 
achievable if the total effective dose equivalent to any other 
individual is likely to exceed 100 millirem (1 mSv).  If the dose 
to a breast-feeding infant or child could exceed 100 millirem (1 
mSv) assuming if there were is no interruption of breast-feeding, 
the instructions shall also include: 

(1) Guidance on the interruption or 
discontinuation of breast-feeding; and 

(2) Information on the consequences of failure to 
follow the guidance. 

(c)  The licensee shall maintain a record of the basis for 
authorizing the release of an individual, individual for three 
years after the date of release, if the total effective dose 
equivalent is calculated by: 

(1) Using the retained activity rather than the 
activity administered; 

(2) Using an occupancy factor less than 0.25 at 
one meter; 

(3) Using the biological or effective half-live; or 
(4) Considering the shielding by tissue. 

(d)  The licensee shall maintain a record, record for three years 
after the date of release, that instructions were provided to a 
breast-feeding woman if the radiation dose to the infant or child 
from continued breast-feeding could result in a total effective 
dose equivalent exceeding 500 millirem (5 mSv). 
 
Authority G.S. 104E-7(a)(8). 
 
15A NCAC 11 .0361 MEDICAL USE OF UNSEALED  
RADIOACTIVE MATERIAL 
(a)  A licensee may use any unsealed radioactive material 
prepared for use for uptake, dilution, or excretion studies, 
imaging and localization studies and radiopharmaceutical 
therapy that is: studies, and use requiring a written directive in 
accordance with Rule .0104 of this Chapter that is: 

(1) Obtained from a manufacturer or preparer 
licensed under 10 CFR 32.72 or equivalent 
Agreement State requirements; requirements;  

(2) Prepared by: Obtained from a positron 
emission tomography (PET) radioactive drug 
producer licensed under 10 CFR 30.32(j), 15A 
NCAC 11 .0333, or equivalent Agreement 
State requirements;  
(A) An authorized nuclear pharmacist; 
(B) A physician who is an authorized user 

identified on a North Carolina 
Radioactive Materials License, an 
Agreement State Radioactive 
Materials License, or a license issued 
by the U.S. Nuclear Regulatory 
Commission or who meets the 
requirements in 15A NCAC 11 
.0117(a)(2); 

(C) An individual under the supervision, 
as specified in Rule .0318 of this 
Section, of the authorized nuclear 
pharmacist in Part (a)(2)(A) of this 
Rule or the physician who is an 
authorized user in Part (a)(2)(B) of 
this Rule; 

(3) Excluding production of PET radionuclides, 
prepared by: 
(A) An authorized nuclear pharmacist; 
(B) A physician who is an authorized user 

identified on a North Carolina 
Radioactive Materials License, an 
Agreement State Radioactive 
Materials License, or a license issued 
by the U.S. Nuclear Regulatory 
Commission or who meets the 
requirements in 15A NCAC 11 
.0117(a)(2); or 

(C) An individual under the supervision, 
as specified in Rule .0318 of this 
Section, of the authorized nuclear 
pharmacist in Part (a)(2)(A) of this 
Rule or the physician who is an 
authorized user in Part (a)(2)(B) of 
this Rule; 

(3)(4) Obtained from and prepared by an NRC or 
Agreement State licensee for use in research in 
accordance with a Radioactive Drug Research 



PROPOSED RULES 

 

 

27:22                                                               NORTH CAROLINA REGISTER                                            MAY 15, 2013 

2070 

Committee-approved protocol or an 
Investigational New Drug (IND) protocol 
accepted by the FDA; or 

(4)(5) Prepared by the licensee for use in research in 
accordance with a Radioactive Drug Research 
Committee-approved protocol or an 
Investigational New Drug (IND) protocol 
accepted by the FDA. 

(b)  A licensee shall not administer to humans a 
radiopharmaceutical containing that contains;more than 0.15 
microcurie (0.15 kilobecquerel) of molybdenum-99 per 
millicurie (megabecquerel) of technetium-99m. 

(1) more than 0.15 microcurie (0.15 
kilobecquerel) of molybdenum-99 per 
millicurie (megabecquerel) of technetium-
99m; or 

(2) more than 0.02 microcurie (0.02 
kilobecquerel) of strontium-82 per millicurie 
(megabecquerel) of rubidium-82 chloride, or 
0.2 microcurie (0.2 kilobecquerel) of 
strontium-85 per millicurie (megabecquerel) of 
rubidium-82 chloride. 

(c)  A licensee that uses molybdenum-99/technetium-99m 
generators for preparing a technetium-99m radiopharmaceutical 
shall measure the molybdenum-99 concentration in the first 
eluate after receipt of a generator to demonstrate compliance 
with Paragraph (b) of this Rule. 
(c)  A licensee that uses molybdenum-99/technetium-99m 
generators for preparing a technetium-99 radiopharmaceutical 
shall measure the molybdenum-99 concentration in the first 
eluate after receipt of a generator to demonstrate compliance 
with Paragraph (b) of this Rule. 
(d)  A licensee that uses strontium-82/rubidium-82 generators 
for preparing a rubidium-82 radiopharmaceutical shall measure 
the concentrations of strontium-82 and strontium-85 before the 
first patient use of the day to demonstrate compliance with 
Paragraph (b) of this Rule. 
(d)(e)  A licensee that must measure molybdenum molybdenum-
99, or strontium-82 and strontium-85,concentration shall retain a 
record of each measurement for three years.  The record shall 
include for each measured elution of technetium-99m: include: 

(1) for each measured elution of technetium-
99m:the ratio of the measures expressed as 
microcuries of molybdenum-99 per millicurie 
of technetium-99m (or kilobecquerels of 
molybdenum-99 per megabecquerel of 
technetium-99m); 

(2) for each measured elution of rubidium-82: the 
ratio of the measures expressed as microcuries 
of strontium-82 and strontium-85 per 
millicurie of rubidium-82 (or kilobecquerel 
strontium-82 and strontium-85 per 
megabecquerel rubidium-82); and 

(2)(3) the time and date of the measurement; and 
(3)(4) the initials of the individual who made the 

measurement. 
 
Authority G.S. 104E-7(a)(2); 104E-10(b); 104E-12. 
 

15A NCAC 11 .0362 DECAY-IN-STORAGE 
(a)  A licensee may hold radioactive material with a physical 
half-life of less than 165 275 days for decay-in-storage before 
disposal in ordinary trash and is exempt from the requirements 
of Rule .1628 of this Chapter if the licensee: 

(1) holds radioactive material for decay a 
minimum of 10 half-lives; 

(2) monitors radioactive material at the container 
surface before disposal as ordinary trash and 
determines that its radioactivity cannot be 
distinguished from the background radiation 
level with a radiation detection survey meter 
capable of detecting a dose rate of 0.1 millirem 
(1 microsievert) per hour and with no 
interposed shielding; and 

(3) removes or obliterates all radiation labels. 
(b)  A licensee shall retain a record of each disposal permitted 
under Paragraph (a) of this Rule for three years. The record shall 
include:include the date of the disposal, the date on which 
radioactive material was placed in storage, the radionuclides 
disposed, the survey instrument used, the background dose rate 
used, and the dose rate measured at the surface of each waste 
container. 

(1) the date of the disposal; 
(2) the date on which radioactive material was 

placed in storage; 
(3) the radionuclides disposed; 
(4) the survey instrument used; 
(5) the background dose rate used; and 
(6) the dose rate measured at the surface of each 

waste container. 
 
Authority G.S. 104E-7(a)(2); 104E-10(b). 
 
15A NCAC 11 .1004 NOTIFICATIONS AND  
REPORTS TO INDIVIDUALS 
(a)  Radiation exposure data for an individual and the results of 
any measurements, analyses, and calculations of radioactive 
material deposited or retained in the body of any individual shall 
be reported to the individual as specified in this Rule.  The 
information reported shall include data and results obtained 
pursuant to rules of this Chapter, orders, or license conditions, as 
shown in records maintained by the licensee or registrant 
pursuant to provisions of this Chapter.  Each notification and 
report shall:  

(1) be in writing; 
(2) include identifying data such as the name of 

the licensee or registrant, the name of the 
individual, and the individual's social security 
number; 

(3) include the individual's exposure information; 
and 

(4) contain the following statement:  This report is 
furnished to you under the provisions of 
Section 15A NCAC 11 .1000; NOTICES, 
INSTRUCTIONS, REPORTS AND 
INSPECTIONS. You should preserve this 
report for further reference. 
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be in writing; include appropriate identifying data such as the 
name of the licensee or registrant, the name of the individual, 
and the individual's social security number; include the 
individual's exposure information; and contain the following 
statement: 
This report is furnished to you under the provisions of Section 
15A NCAC 11 .1000; NOTICES, INSTRUCTIONS, REPORTS 
AND INSPECTIONS. You should preserve this report for 
further reference. 
(b)  At the request of any worker, each licensee or registrant 
shall advise such worker annually of the worker's radiation 
dosage and exposure to radioactive materials as shown in 
records maintained by the licensee or registrant pursuant to 
Paragraphs (a) and (c) of this Rule.  Each licensee or registrant 
shall make dose information available to workers as shown in 
records maintained by the licensee or registrant under the 
provisions of Rule .1640 of this Chapter.  The licensee or 
registrant shall provide an annual report to each individual 
monitored under Rule .1614 of this Chapter of the dose received 
in that monitoring year if: 

(1) The individual’s occupational dose exceeds 1 
mSv (100 mrem) TEDE or 1 mSv (100 mrem) 
to any individual organ or tissue; or  

(2) The individual requests his or her annual dose 
report. 

(c)  At the request of a worker formerly engaged in work 
controlled by the licensee or the registrant, each licensee or 
registrant shall furnish to the worker a report of the worker's 
radiation dosage and exposure to radioactive materials.  Such 
The report shall: 

(1) be furnished within 30 days from the time the 
request is made, or within 30 days after the 
exposure of the individual has been 
determined by the licensee or registrant, 
whichever is later; 

(2) shall cover, within the period of time specified 
in the request, each calendar quarter in which 
the worker's activities involved exposure to 
radiation from radioactive material licensed 
by, or radiation machines registered with the 
agency; and 

(3) shall include the dates and locations of work 
under the license or registration in which the 
worker participated during this period. 

shall be furnished within 30 days from the time the request is 
made, or within 30 days after the exposure of the individual has 
been determined by the licensee or registrant, whichever is later; 
shall cover, within the period of time specified in the request, 
each calendar quarter in which the worker's activities involved 
exposure to radiation from radioactive material licensed by, or 
radiation machines registered with the agency; and shall include 
the dates and locations of work under the license or registration 
in which the  worker participated during this period. 
(d)  When a licensee or registrant is required pursuant to Rule 
.1647 .1646, .1647, or .1648 of this Chapter to report to the 
agency any overexposure of an individual to radiation or 
radioactive material, the licensee or the registrant shall also 
provide the individual a report on his exposure data included 

therein.in the report to the agency.  Such The reports shall be 
transmitted at a time no later than the transmittal to the agency. 
 
Authority G.S. 104E-7; 104E-10; 104E-12. 
 
15A NCAC 11 .1604 OCCUPATIONAL DOSE LIMITS  
FOR ADULTS 
(a)  The A licensee or registrant shall control the occupational 
dose to individual adults, except for planned special exposures 
as provided in Rule .1608 of this Section, to the following dose 
limits: 

(1) an annual limit, which is the more limiting of: 
(A) the total effective dose equivalent 

being equal to five rems (0.05Sv); or 
(B) the sum of the deep-dose equivalent 

and the committed dose equivalent to 
any individual organ or tissue other 
than the lens of the eye being equal to 
50 rems (0.5 Sv); and 

(2) the annual limits to the lens of the eye, to the 
skin of the whole body, and to the skin of the 
extremities which are: 
(A) an eye dose equivalent of 15 rems 

(0.15 Sv), and 
(B) a shallow-dose equivalent of 50 rems 

(0.50 Sv) to the skin of the whole 
body or to the skin of any extremity. 

(b)  Doses received in excess of the annual limits, including 
doses received during accidents, emergencies, and planned 
special exposures, shall be subtracted from the limits for planned 
special exposures that the individual may receive during the 
current year and during the individual's lifetime.  Dose limits for 
planned special exposures are provided in Item (5) of Rule .1608 
of this Section. 
(c)  The assigned deep-dose equivalent shall be for the part of 
the body receiving the highest exposure.  The assigned shallow-
dose equivalent shall be the dose averaged over the contiguous 
10 square centimeters of skin receiving the highest exposure.  
The deep-dose equivalent, 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 monitoring are unavailable. 
(c)  When the external exposure is determined by measurement 
with an external personal monitoring device, the deep-dose 
equivalent must be used in place of the effective dose equivalent 
unless the effective dose equivalent is determined by a dosimetry 
method approved by the agency as consistent with this Chapter.  
The assigned deep-dose equivalent must be for the part of the 
body receiving the highest exposure.  The assigned shallow-dose 
equivalent must be the dose averaged over the contiguous 10 
square centimeters of skin receiving the highest exposure.  The 
deep-dose equivalent, lens-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 monitoring are unavailable. 
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(d)  Derived air concentration (DAC) and annual limit on intake 
(ALI) values are presented in Table 1 of Appendix B to 10 CFR 
§§ 20.1001 - 20.2401 and may be used to determine the 
individual's dose and to demonstrate compliance with the 
occupational dose limits. 
(e)  In addition to the annual dose limits, the licensee shall limit 
the soluble uranium intake by an individual to 10 milligrams in a 
week in consideration of chemical toxicity.  Requirements for 
annual limits on intake for uranium are provided in Appendix B 
to 10 CFR §§ 20.1001 - 20.2401. 
(f)  The licensee or registrant shall reduce the dose that an 
individual may be allowed to receive in the current year by the 
amount of occupational dose received while employed by any 
other person.  Requirements for determining prior occupational 
exposure are provided in Rule .1638(e) of this Section. 
 
Authority G.S. 104E-7(a)(2). 
 
15A NCAC 11 .1626 LABELING REQUIREMENTS  
AND EXEMPTIONS 
(a)  The licensee shall ensure that each container of licensed 
radioactive material bears a durable, clearly visible label bearing 
the radiation symbol and the words: that: 

(1) each container of licensed radioactive material 
bears a durable, visible label bearing the 
radiation symbol and the words: 

 CAUTION 
 RADIOACTIVE MATERIAL 

or the words: 
 DANGER 
 RADIOACTIVE MATERIAL 
 The label shall also provide sufficient 

information (such as the radionuclide(s) 
present, an estimate of the quantity of 
radioactivity, the date for which the activity is 
estimated, radiation levels, kinds of materials, 
and mass enrichment) to permit individuals 
handling or using the containers, or working in 
the vicinity of the containers, to take 
precautions to avoid or minimize exposures. 
exposures; and 

(2) each syringe and vial that contains unsealed 
radioactive material for medical use is labeled 
to identify the radioactive drug.  Each syringe 
shield and vial shield must also be labeled 
unless the label on the syringe or vial is visible 
when shielded.  

(b)  Each licensee shall, prior to removal or disposal of empty 
uncontaminated containers to unrestricted areas, remove or 
deface the radioactive material label or otherwise clearly indicate 
that the container no longer contains radioactive materials. 
(c)  Except as required in Subparagraph (a)(2) of this Rule, aA 
licensee is not required to label: 

(1) containers holding licensed radioactive 
material in quantities less than the quantities 
listed in Appendix C to 10 CFR §§ 20.1001 - 
20.2401; 

(2) containers holding licensed radioactive 
material in concentrations less than those 

specified in Table 3 of Appendix B to 10 CFR 
§§ 20.1001 - 20.2401; 

(3) containers attended by an individual who takes 
the precautions necessary to prevent the 
exposure of individuals in excess of the limits 
established by this Section; 

(4) containers when they are in transport and 
packaged and labeled in accordance with the 
regulations of the U.S. Department of 
Transportation, 

(5) containers that are accessible only to 
individuals authorized to handle or use them, 
them or to work in the vicinity of the 
containers, containers if the contents are 
identified to these individuals by a readily 
available written record, for example, 
(containers in locations such as water-filled 
canals, storage vaults, or hot cells, provided 
the record shall be retained as long as the 
containers are in use for the purpose indicated 
on the record; or 

(6) installed manufacturing or process equipment, 
such as piping and tanks). 

 
Authority G.S. 104E-7(a)(2). 
 
15A NCAC 11 .1633 TRANSFER FOR DISPOSAL  
AND MANIFESTS 
(a)  The requirements of this Rule and Appendix G to 10 CFR 
20, incorporated by reference in Rule .0117 of this Chapter, are 
designed to: 

(1) control transfers of low-level radioactive waste 
by any waste generator, waste collector, or 
waste processor licensee, as defined in 
Appendix G to 10 CFR 20, who ships low-
level waste either directly, or indirectly 
through a waste collector or waste processor, 
to a licensed low-level waste disposal facility, 
as defined in Rule .1202 of this Chapter; 

(2) establish a manifest tracking system; and 
(3) supplement existing requirements concerning 

transfers and recordkeeping for those wastes. 
(b)  Any licensee shipping radioactive waste intended for 
ultimate disposal at a licensed land disposal facility shall 
document the information required on the U.S. Nuclear 
Regulatory Commission's Uniform Low-Level Radioactive 
Waste Manifest and transfer this recorded manifest information 
to the intended consignee in accordance with this Rule and 
Appendix G to 10 CFR 20. 
(c)  Each shipment manifest shall include a certification by the 
waste generator as specified in Appendix G to 10 CFR 20. 
(d)  Each person involved in the transfer for disposal and 
disposal of waste, including the waste generator, waste collector, 
waste processor, and disposal facility operator, shall comply 
with the requirements specified in this Rule and Appendix G to 
10 CFR 20. 
(e)  Reports and notifications required to be made to the nearest 
regional administrator by Appendix G to 10 CFR 20 shall, 
instead, be made to the agency. 
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(f)  Any licensee shipping radioactive material as defined in 
Rule .0104 of this Chapter intended for ultimate disposal at a 
land disposal facility as defined in Rule .1202 of this Chapter 
must document the information required on the U.S. Nuclear 
Regulatory Commission's Uniform Low-Level Radioactive 
Waste Manifest and transfer this recorded manifest information 
to the intended consignee in accordance with appendix G to this 
10 CFR 20. 
(g)  Radioactive material as defined in Rule .0104 of this 
Chapter may be disposed of in accordance with Rule .1628 of 
this Section, even though it is not defined as low-level 
radioactive waste.  Any licensed radioactive material being 
disposed of at a facility, or transferred for ultimate disposal at a 
facility licensed under 10 CFR Part 61, must meet the 
requirements of this Rule. 
(h)  A licensee may dispose of radioactive material as defined in 
Rule .0104 of this Chapter, at a disposal facility authorized to 
dispose of such material in accordance with any Federal or State 
solid or hazardous waste law, including the Solid Waste 
Disposal Act, as authorized under the Energy Policy Act of 
2005. 
 
Authority G.S. 104E-7(a)(2),(a)(3); 104E-12(a). 
 
15A NCAC 11 .1648 REPORTS OF PLANNED  
SPECIAL EXPOSURES 
(a)  The licensee or registrant shall submit a written report to the 
agency within 30 days following any planned special exposure 
conducted in accordance with Rule .1608 of 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 Rule .1639 of this 
Section. 
(b)  When a licensee or registrant is required by this Rule to 
report to the agency any exposure of an identified occupationally 
exposed individual or an identified member of the public to 
radiation or radioactive material, the licensee or registrant shall 
also provide the individual a report on his or her exposure data 
included in the report to the agency. This report must be 
transmitted no later than the transmittal to the agency. 
 
Authority G.S. 104E-7(a)(2); 104E-12(a). 
 

 
TITLE 21 – OCCUPATIONAL LICENSING BOARDS AND 

COMMISSIONS 
 
CHAPTER 22 - HEARING AID DEALERS AND FITTERS 

BOARD 
 
Notice is hereby given in accordance with G.S. 150B-21.2 that 
the NC State Hearing Aid Dealers and Fitters Board intends to 
adopt the rule cited as 21 NCAC 22A .0401; amend the rules 
cited as 21 NCAC 22A .0501, .0503; 22F .0107; 22I .0103; and 
repeal the rules cited as 21 NCAC 22A .0301, .0303, .0307-
.0312. 
 
Agency obtained G.S. 150B-19.1 certification: 

  OSBM certified on:       
  RRC certified on:       
  Not Required 

 
Link to agency website pursuant to G.S. 150B-19.1(c):  
http://www.nchalb.org/regulatory/rulechange.php 
 
Proposed Effective Date:  September 1, 2013 
 
Public Hearing: 
Date:  June 6, 2013 
Time:  12:45 p.m. 
Location:  Commission Room, Office of Administrative 
Hearings, 1711 New Hope Church Road, Raleigh, NC 27609 
 
Reason for Proposed Action:  The Board has done an annual 
review of rules, in consideration of changes in G.S. 93D.  Rules 
are to clarify hearing testing requirements, and to provide 
definitions for new rules, as well as to address how applications 
are submitted and reviewed by the Board and to allow a 
registered sponsor access to apprentice exam results. 
 
Procedure by which a person can object to the agency on a 
proposed rule:  A person can object to the agency by speaking 
at the public hearing on June 6, 2013 or by submitting written 
comments to the following address no later than July 15, 2013:  
NC State Hearing Aid Dealers and Fitters Board, ATTN: 
Rulemaking, P. O. Box 97833, Raleigh, NC 27624. 
 
Comments may be submitted to:  Catherine Jorgensen, 
Rulemaking Coordinator, NC State Hearing Aid Dealers and 
Fitters Board, P. O. Box 97833, Raleigh, NC 27624 
 
Comment period ends:  July 15, 2013 
 
Procedure for Subjecting a Proposed Rule to Legislative 
Review: If an objection is not resolved prior to the adoption of 
the rule, a person may also submit written objections to the 
Rules Review Commission after the adoption of the Rule. If the 
Rules Review Commission receives written and signed 
objections after the adoption of the Rule in accordance with G.S. 
150B-21.3(b2) from 10 or more persons clearly requesting 
review by the legislature and the Rules Review Commission 
approves the rule, the rule will become effective as provided in 
G.S. 150B-21.3(b1). The Commission will receive written 
objections until 5:00 p.m. on the day following the day the 
Commission approves the rule. The Commission will receive 
those objections by mail, delivery service, hand delivery, or 
facsimile transmission. If you have any further questions 
concerning the submission of objections to the Commission, 
please call a Commission staff attorney at 919-431-3000. 
 
Fiscal impact (check all that apply). 

 State funds affected 
 Environmental permitting of DOT affected 

 Analysis submitted to Board of Transportation 
 Local funds affected 

 Date submitted to OSBM:        
 Substantial economic impact (≥$500,000) 
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 Approved by OSBM 
 No fiscal note required by G.S. 150B-21.4 

 
SUBCHAPTER 22A - BOARD RULES 

 
SECTION .0300 – DEFINITIONS 

 
21 NCAC 22A .0301 DEFINITIONS AND  
INTERPRETATIONS 
(a)  The rules of statutory construction concerning number and 
gender as contained in G.S. 12-3(1) shall be applied in the 
construction of these Rules. 
(b)  The definitions cited in this Section shall serve as 
interpretations for terms appearing in Chapter 93D of the 
General Statutes of North Carolina and in these Rules.  In 
addition, the definitions contained in the Food and Drug 
Administration Standards concerning Hearing Aid Devices, Title 
21 of the Code of Federal Regulations Part 801, as published in 
the 42nd Volume of the Federal Register (February 15, 1977) 
page 9294 are adopted herein by reference, in accordance with 
G.S. 150B-14(b), with the following additions and amendments: 

(1) "Reconditioned" shall mean that the condition 
of the hearing aid is the same as a used hearing 
aid. 

(2) "Audiologist" shall mean any individual 
holding a valid non-temporary license as an 
audiologist issued by the North Carolina Board 
of Examiners for Speech and Language 
Pathologists and Audiologists.  Such 
individual is not required to serve as an 
apprentice, as set forth in G.S. 93D-5, before 
applying for issuance of a license by 
examination, in accordance with the consent 
judgment entered in 80 CVS 8161 and filed in 
Wake County Superior Court Division, the 
case entitled Audiology Council of North 
Carolina, Inc., v. The North Carolina Hearing 
Aid Dealers and Fitters Board. 

 
Authority G.S. 93D-3(c); 150B-14. 
 
21 NCAC 22A .0303 LICENSE 
"License" shall mean the printed certificate, issued by the Board, 
which an individual is required to obtain before engaging in the 
fitting and selling of hearing aids independent of a sponsor. 
 
Authority G.S. 93D-3(c); 93D-5. 
 
21 NCAC 22A .0307 REGISTERED APPRENTICE 
"Registered Apprentice" shall mean any individual who has duly 
made application to the Board and has been issued an apprentice 
registration certificate which entitles such individual to fit and 
sell hearing aids under the supervision of a licensee approved by 
the Board. 
 
Authority G.S. 93D-3(c); 93D-9. 
 
 
 

21 NCAC 22A .0308 REGISTERED APPLICANT 
"Registered Applicant" shall mean any individual, including a 
registered apprentice, who has duly made application to the 
Board for issuance of a license and for which one or more of the 
following conditions apply: 

(1) The individual is seeking admission to the next 
scheduled qualifying examination given by the 
Board (license by examination); 

(2) The individual is seeking reciprocity pursuant 
to G.S. 93D-6; 

(3) The individual is seeking reinstatement of an 
expired license as set forth in G.S. 93D-11; or 

(4) The individual is seeking reissuance of a 
suspended license in accordance with the 
provisions of G.S. 93D-13. 

 
Authority G.S. 93D-3(c). 
 
21 NCAC 22A .0309 DULY MADE APPLICATION 
"Duly made application" shall mean that the completed 
application form, including all required documents, photographs, 
and fees, and any supplemental information requested by the 
Board pursuant to 21 NCAC 22F .0004(a), is physically received 
in the office of the Board. 
 
Authority G.S. 93D-3(c). 
 
21 NCAC 22A .0310 ONE FULL YEAR OF 

APPRENTICESHIP 
"One full year of apprenticeship" shall mean that an individual, 
who is not an Audiologist and does not hold a masters degree in 
Audiology, has held a valid apprentice registration certificate for 
a period of 365 calendar days, has engaged in fitting and selling 
hearing aids for a minimum of 30 clock hours per week for a 
period of 50 weeks, and has received a minimum of 750 clock 
hours of direct supervision from a licensee approved by the 
Board.  The maximum time span allowed for completing the 365 
calendar day requirement shall not exceed 24 consecutive 
months from the date of issuance of the initial apprentice 
registration certificate. 
 
Authority G.S. 93D-3(c). 
 
21 NCAC 22A .0311 DIRECT SUPERVISION 
"Direct supervision" shall mean the provision of general 
direction and control, including immediate personal on-site 
inspection and evaluation of work constituting the fitting and 
selling of hearing aids, as well as the provision of consultation 
and instruction. 
 
Authority G.S. 93D-3(c). 
 
21 NCAC 22A .0312 AUDIOMETER 
"Audiometer" shall mean an electronic device, used for air 
conduction testing, bone conduction testing, and for obtaining 
speech audiometry results, which contains a masking circuit, at 
least one VU meter, and capability of sound field output. 
 
Authority G.S. 93D-3(c). 
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SECTION .0400 - DEFINITIONS 

 
21 NCAC 22A .0401 DEFINITIONS AND  
INTERPRETATIONS 
(a)  The rules of statutory construction concerning number and 
gender as contained in G.S. 12-3(1) shall be applied in the 
construction of these Rules. 
(b)  The definitions contained in the Food and Drug 
Administration Standards concerning Hearing Aid Devices, Title 
21 of the Code of Federal Regulations Part 801.420 are adopted 
herein by reference, in accordance with G.S. 150B-14(b), with 
the following additions and amendments: 

(1) "Reconditioned" shall mean that the condition 
of the hearing aid is the same as a used hearing 
aid; and 

(2) "Audiologist" shall mean any individual 
holding a valid non-temporary license as an 
audiologist issued by the North Carolina Board 
of Examiners for Speech and Language 
Pathologists and Audiologists. 

(c)  The definitions cited in this Section shall serve as 
interpretations for terms appearing in Chapter 93D of the 
General Statutes of North Carolina and in these Rules. 

(1) "Advertising" means a written or oral 
communication that is published, 
disseminated, circulated, or placed before the 
public for the purpose of attracting public 
attention to a product, business, or service. 

(2) "Apprentice" means an individual who holds a 
valid Board-issued apprentice registration 
certificate to fit and sell hearing aids under the 
supervision of a Registered Sponsor. 

(3) "Audiometer" means an electronic device, 
used for air conduction testing, bone 
conduction testing, and for obtaining speech 
audiometry results, which contains a masking 
circuit, at least one VU meter, and capability 
of sound field output. 

(4) "Direct supervision" means the provision of 
general direction and control by a Registered 
Sponsor, including regular on-site inspection 
and evaluation of work constituting the fitting 
and selling of hearing aids, as well as the 
regular provision of consultation and 
instruction. 

(5) "Duly made application" means a completed 
application received in the office of the Board, 
including all required documents, photographs, 
fees, and supplemental information requested 
in the application. 

(6) "One full year of apprenticeship" means that 
an apprentice has satisfied each of the 
following requirements within 24 consecutive 
months from the date of issuance of the initial 
apprentice registration certificate: 
(A) work under the supervision of a 

Registered Sponsor for a minimum of 

30 clock hours per week for a period 
of 50 weeks; 

(B) complete a minimum of 750 clock 
hours of fitting and selling hearing 
aids under the supervision of a 
Registered Sponsor; and 

(C) hold a valid apprentice registration 
certificate for a period of 365 
calendar days. 

(7) "Personal supervision" means the provision of 
specific direction and control by the 
Registered Sponsor or a North Carolina 
licensed Hearing Aid Specialist approved by 
the Registered Sponsor, requiring immediate 
personal in-room supervision, including 
immediate personal on-site inspection and 
evaluation of work constituting the fitting and 
selling of hearing aids, as well as the provision 
of consultation and instruction. 

(8) "Registered Applicant" means any individual, 
including an apprentice, approved and 
registered to sit for the next scheduled 
licensing exam. 

(9) "Registered Sponsor" means a person with a 
permanent license as an audiologist under 
Article 22 of Chapter 90 of the General 
Statutes who is registered in accordance with 
G.S. 93D-3(c)(16), or a licensee of the Board 
who has been approved as a sponsor of an 
apprentice. 

 
Authority G.S. 93D-3(c); 93D-9; 150B-14. 
 

SECTION .0500 – SUBMISSION OF APPLICATIONS 
AND FEES 

 
21 NCAC 22A .0501 FEE SCHEDULE 
The Board hereby establishes the following fees: 

(10)(1) Application for registration as an apprentice 
    $100.00 

(11)(2) Renewal of apprentice registration.  
    $150.00 

(3) Application for registration of a Registered 
Sponsor not otherwise 
licensed by the Board.   
    $150.00 

(7)(4) Application for a license by examination. 
    $250.00 

(6)(5) Examination fee.    
    $300.00 

(9)(6) Issuance of certificate of license after 
successfully passing examination.   $  25.00 

(13)(7) To reissue a suspended license more than 90 
days after but not more 
than two years after license suspended. 
    $200.00 

(12)(8) Annual license renewal.  $250.00 
(a) Late fee to reinstate expired license 

within 60 days after license 
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expiration (in addition to renewal 
fee).   $  25.00 

(b) Late fee to reinstate expired license 
more than 60 days after 
license expiration (in addition to 
renewal fee).  $  50.00 

(3)(9) For approval of a continuing education 
program provider.  $  40.00 

(4)(10) Verifying and recording attendance at a 
continuing education program 
(per program, per person).  $  15.00 

(1)(11) For a continuing education make-up class 
provided by the Board, not to 
exceed two days (per person, per day). 
    $  50.00 

(5)(12) For a voluntary apprentice training workshop 
(per person, per day, not 
to exceed three days).  $  50.00 

(2)(13) For a license examination preparation course 
provided by the Board, not 
to exceed three days (per person, per day). 
    $  50.00 

(14) Processing fee for a check on which payment 
has been refused by the 
payor bank because of insufficient funds or 
because the drawer did not have 
an account at that bank.  $  25.00 

(8) Application for a license to fit and sell hearing 
aids in this state by a 
licensee of another state or territory. 
    $150.00 

 
Authority G.S. 12-3.1; 25-3-506; 93D-3; 93D-5; 93D-6; 93D-8; 
93D-9; 93D-11; 93D-13. 
 
21 NCAC 22A .0503 SUBMISSION OF  
APPLICATIONS AND FEES 
(a)  An Application for Renewal or Replacement of Apprentice 
Certificate shall be submitted to the Board no later than ten 
working days after the date that any of the following conditions 
exist: 

(1) a registered apprentice is separated from his 
sponsor for any reason and the individual 
wishes to obtain a new certificate to replace 
the invalidated certificate; 

(2) a registered apprentice is notified by the Board 
that he or she failed to pass the qualifying 
examination and the individual wishes to 
renew his or her certificate; and  

(3) the Board notifies an individual that his 
apprentice registration certificate has been 
invalidated for any reason and the individual 
wishes to obtain a new certificate to replace 
the invalidated certificate. 

(b)  No later than ten working days after a registered apprentice 
has held a valid apprentice registration certificate for 365 
calendar days, the apprentice shall submit an Application for 
License and shall take the next scheduled licensing examination.  
All registered apprentices shall reapply for a license by 

examination, within the time prescribed in Paragraph (c) of this 
Rule, each time they take and fail to pass the licensing 
examination. 
(c)  When a registered applicant makes application to take an 
examination, the duly-made application shall be considered by 
the Board to be timely if it is received by the Board no later than 
45 consecutive days prior to the examination date.  An untimely 
application is grounds for denying an applicant admission to an 
examination. 
(d)  All fees shall be made payable to the N.C. Hearing Aid 
Dealers and Fitters Board.  When a company or personal check 
is received in payment of any fee, the Board shall wait until final 
credit on the check is received before providing the license or 
other document requested.  A processing fee of twenty dollars 
($20.00) (or any greater amount allowed by law) shall be 
charged for any check on which payment is refused by the payor 
bank because of insufficient funds or because the drawer did not 
have an account at that bank at the time the check was presented 
to the Board. 
(a)  The Board shall accept a digital image of a signed affidavit 
or other document required as part of an application as the 
original when submitted electronically in conjunction with the 
electronic application. 
(b)  If an applicant submits an incomplete application, the Board 
shall deny the application after 10 business days, unless the 
applicant provides supplemental information to make it a duly 
made application, as defined in 21 NCAC 22A .0401, by the 
10th business day. After 10 business days, the Board will 
classify the application as "abandoned by the applicant" and 
shall not apply any fee paid or document submitted for the 
abandoned application to any other application.  This Rule does 
not extend an application deadline set forth in any other rule of 
this Chapter. 
(c)  When an individual makes application to take an 
examination, the duly-made application shall be considered by 
the Board to be timely if it is received by the Board no later than 
45 consecutive days prior to the examination date.  An untimely 
application is grounds for denying an applicant admission to an 
examination. 
(d)  No later than 10 business days after an apprentice has held a 
valid apprentice registration certificate for 365 calendar days, the 
apprentice shall make application to take the next scheduled 
licensing examination.  All apprentices shall reapply for a 
license by examination, within the time prescribed in Paragraph 
(c) of this Rule, each time they take and fail to pass the licensing 
examination. 
(e)  No later than 20 calendar days after the date printed on the 
Official Notice of Examination Results, a registered apprentice, 
who failed to pass the qualifying examination, shall make 
application to renew the apprentice certificate until the following 
examination, or the Sponsor shall submit written notice to the 
Board that the apprenticeship is being terminated by the current 
expiration date of the certificate. 
(f)  An applicant's failure to submit a duly made application by 
the application deadline is grounds for the Board to deny the 
application. 
 
Authority G.S. 93D-3(c); 93D-5; 93D-9. 
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SUBCHAPTER 22F - GENERAL EXAMINATION AND 
LICENSE PROVISIONS 

 
21 NCAC 22F .0107 COMMUNICATION OF  
RESULTS OF EXAMINATIONS 
(a)  The office of the Board shall issue written notification to 
each registered applicant by mailing exam results to the physical 
address provided by the applicant concerning the applicant's 
performance on the qualifying examination no later than 30 
working days after the date of the examination. 
(b)  A copy of the applicant's exam results shall be mailed to the 
applicant's Registered Sponsor at the mailing address on file 
with the Board at the same time the results are mailed to the 
applicant. 
 
Authority G.S. 93B-8; 93D-3(c). 
 

SUBCHAPTER 22I - PROFESSIONAL AFFAIRS 
 
21 NCAC 22I .0103 VISUAL INSPECTION AND  
HEARING TEST 
(a)  All licensees and registered apprentices shall make a visual 
inspection of the external auditory canal and the tympanic 
membrane, using a device having its own light source in order to 
fulfill the requirements of 21 CFR 801 (effective August 15, 
1977), Subpart 801.420 concerning the warning to hearing aid 
dispensers. 
(b)  All licensees and registered apprentices shall conduct a 
hearing test using an audiometer, the calibration for which is on 
file at the Board office, or equivalent physiologic testing. 
(c)  A hearing test shall be conducted within 90 days prior to the 
dispensing of a hearing aid and a copy of the hearing test shall 
be maintained for a period of at least three years. 
(d)  The hearing test shall be conducted in an environment 
conducive to obtaining accurate results and shall include the 
following, unless physiologic testing is utilized:  

(2)(1) live voice or recorded voice speech 
audiometry, including speech reception 
threshold testing and speech discrimination 
testing; and 

(1)(2) pure tone audiometry, including air conduction 
testing and bone conduction testing; testing as 
follows: 
(A) air conduction testing at least at the 

following frequencies:  500 Hz, 1000 
Hz, 2000 Hz, 3000Hz, and 4000 Hz; 

(B) mid-octave air conduction testing 
performed when there is a 20 dB or 
greater difference between any 
adjacent octaves; and 

(C) bone conduction testing at least at the 
following frequencies:  500 Hz, 1000 
Hz, 2000 Hz, and 4000 Hz; 

(D) effective masking, if audiometric 
testing reveals a difference between 
the ears at any one frequency equal to 
or greater than 40 decibels or if there 
is audiometric air-bone gap of 15 dB 
or greater. 

(3) effective masking, if audiometric testing 
reveals a difference between the ears at any 
one frequency equal to or greater than 40 
decibels or if there is audiometric air-bone gap 
of 15 dB or greater. 

(4) testing at least at the following frequencies:  
500 Hz, 1000 Hz, 2000 Hz, 3000Hz, and 4000 
Hz; 

(5) mid-octavetesting performed when there is a 
20 dB or greater difference between any 
adjacent octaves. 

(e)  All licensees and registered apprentices shall evaluate 
dispensed products to determine effectiveness. effectiveness and 
shall maintain documentation of the verification for a period of 
at least three years. Measures of evaluation shall include at least 
one of the following: 

(1) sound field measurements; 
(2) real ear measurements; or 
(3) client evaluation sheets.  

 
Authority G.S. 93D-3(c). 
 

* * * * * * * * * * * * * * * * * * * * 
 

CHAPTER 46 - BOARD OF PHARMACY 
 
Notice is hereby given in accordance with G.S. 150B-21.2 that 
the Board of Pharmacy intends to amend the rules cited as 21 
NCAC 46 .3401-.3402, .3404 and repeal the rules cited as 21 
NCAC 46 .3403, .3405-.3408. 
 
Agency obtained G.S. 150B-19.1 certification: 

  OSBM certified on:       
  RRC certified on:       
  Not Required 

 
Link to agency website pursuant to G.S. 150B-19.1(c): 
www.ncbop.org/lawandrules.htm 
 
Proposed Effective Date: November 1, 2013 
 
Public Hearing: 
Date:  September 10, 2013 
Time:  5:00 p.m. 
Location:  North Carolina Board of Pharmacy, 6015 
Farrington Road, Suite 201, Chapel Hill, NC 27517 
 
Reason for Proposed Action:  Revisions simplify 
categorizations of automated medication systems and certain 
recordkeeping obligations, consolidate the rules and remove 
redundancies. 
 
Procedure by which a person can object to the agency on a 
proposed rule:  Any person may object to the proposed 
amendments by attending the public hearing on September 10, 
2013 and/or by submitting a written objection by September 10, 
2013 to Jay Campbell, Executive Director, North Carolina 
Board of Pharmacy, 6015 Farrington Road, Suite 201, Chapel 
Hill, NC 27517, fax (919)246-1056, email 
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jcampbell@ncbop.org.  The North Carolina Board of Pharmacy 
is interested in all comments pertaining to the proposed rules.  
All persons interested and potentially affected by the proposal 
are strongly encouraged to read this entire notice and make 
comments on the proposed rules. 
 
Comments may be submitted to:  Jay Campbell, 6015 
Farmington Road, Suite 201, Chapel Hill, NC 27517, fax 
(919)246-1056, email jcampbell@ncbop.org 
 
Comment period ends:  September 10, 2013 
 
Procedure for Subjecting a Proposed Rule to Legislative 
Review: If an objection is not resolved prior to the adoption of 
the rule, a person may also submit written objections to the 
Rules Review Commission after the adoption of the Rule. If the 
Rules Review Commission receives written and signed 
objections after the adoption of the Rule in accordance with G.S. 
150B-21.3(b2) from 10 or more persons clearly requesting 
review by the legislature and the Rules Review Commission 
approves the rule, the rule will become effective as provided in 
G.S. 150B-21.3(b1). The Commission will receive written 
objections until 5:00 p.m. on the day following the day the 
Commission approves the rule. The Commission will receive 
those objections by mail, delivery service, hand delivery, or 
facsimile transmission. If you have any further questions 
concerning the submission of objections to the Commission, 
please call a Commission staff attorney at 919-431-3000. 
 
Fiscal impact (check all that apply). 

 State funds affected 
 Environmental permitting of DOT affected 

 Analysis submitted to Board of Transportation 
 Local funds affected 

 Date submitted to OSBM:       
 Substantial economic impact (≥$500,000) 
 Approved by OSBM 
 No fiscal note required by G.S. 150B-21.4 

 
SECTION .3400 – AUTOMATED DISPENSING ON DRUG 

SUPPLY DEVICES 
 
21 NCAC 46 .3401 DEFINITIONS 
For purposes of this Section,these Rules, the following terms are 
defined as follows: 

(1) "Automated medication system" means a 
robotic, mechanical mechanical, or 
computerized device that is not used for 
medication drug compounding and is designed 
to: 
(a) Distribute medications drugs in a 

licensed health care facility that holds 
a pharmacy permit; or 

(b) Package medications drugs for final 
distribution by a pharmacist. 

(2) "Centralized automated medication system" 
means an automated medication system 
located in a pharmacy department from which 

medication is distributed or packaged for final 
distribution by a pharmacist. 

(3) "Decentralized automated medication system" 
means automated medication systems that are 
located outside of a pharmacy department but 
within the same institution. 

(4)(2) "Distribution" means the process of providing 
a drug to an individual authorized to 
administer medications drugs and licensed as a 
health care provider in the state of North 
Carolina pursuant to an order issued by an 
authorized prescriber. 

(5) "Medication" means a medicinal drug or 
proprietary preparation. 

(6)(3) "High risk override medication" means 
"Override medication" means: 
(a) a single dose of medication A drug 

that may be removed from a 
decentralized an automated 
medication system prior to 
pharmacist review because the 
Multidisciplinary Committee has 
determined that the clinical status of 
the patient would be compromised by 
delay. delay; 

(7) "Low risk override medication" is a 
medication 

(b) A drug determined by the 
Multidisciplinary Committee to have 
a low risk of drug allergy, drug 
interaction, dosing error, or adverse 
patient outcome, and which may be 
removed from a decentralized an 
automated medication system 
independent of a pharmacist's review 
of the medication order or clinical 
status of the patient.  

(8)(4) "Physician controlled medication" is a 
medication drug ordered, prepared or and 
administered by a physician. physician or 
under the physician's direct supervision. 

 
Authority G.S. 90-85.6; 90-85.32; 90-85.33. 
 
21 NCAC 46 .3402 GENERAL REQUIREMENTS  
FOR THE USE OF AUTOMATED MEDICATION  
SYSTEMS 
General Requirements for the Use of Automated Medication 
Systems include the following: 
(a)  The pharmacist-manager shall assure compliance with all 
requirements of the Pharmacy Practice Act and this Section. 
(1)(b)  The consultant pharmacist of record or pharmacist-
manager shall be responsible for: 

(a)(1) Maintaining a record of each transaction or 
operation; 

(b)(2) Controlling access to the automated 
medication system; 

(c)(3) Maintaining policies and procedures for: 
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(i)(A) Operating of the automated 
medication system; 

(ii)(B) Training personnel who use the 
automated medication system; 

(iii)(C) Maintaining patient services 
whenever the automated medication 
system is not operating; and 

(iv)(D) Defining a procedure for a pharmacist 
to grant access to the medication 
drugs in the automated medication 
system or to deny access to the 
medication drugs in the automated 
medication system. 

(d)(4) Security of Securing the automated medication 
system; 

(e)(5) Assuring that a patient receives the pharmacy 
services necessary for good appropriate 
pharmaceutical care;care in a timely manner; 

(f)(6) Assuring that the automated medication 
system maintains the integrity of the 
information in the system and protects patient 
confidentiality; 

(g) Establishing a comprehensive Quality 
Assurance program; 

(h)(7) Establishing a procedure for stocking or 
restocking the automated medication system; 
and 

(i)(8) Insuring compliance with all requirements for 
packaging and labeling. 

(2)(c)  A pharmacist shall perform prospective drug use review 
and approve each medication order prior to administration of a 
drugmedication except a high risk override medication, a low 
risk an override medication or a physician controlled medication. 
(3)(d)  A pharmacist shall perform retrospective drug use review 
for a high risk override medication and a low risk an override 
medication. 
(e)  The pharmacist-manager shall convene or identify a 
Multidisciplinary Committee, which is charged with oversight of 
the automated medication system.  The Multidisciplinary 
Committee shall: 

(1) Include the pharmacist-manager or the 
pharmacist-manager's designee; 

(2) Establish the criteria and process for 
determining which drug qualifies as an 
override medication; and 

(3) Develop policies and procedures regarding the 
operation of the automated medication system. 

(f)  A pharmacy utilizing an automated medication system may 
distribute patient-specific drugs within the health care facility 
without verifying each individual drug selected or packaged by 
the system, if: 

(1) The initial medication order has been reviewed 
and approved by a pharmacist; and 

(2) The drug is distributed for subsequent 
administration by a health care professional 
permitted by North Carolina law to administer 
drugs. 

(g)  The pharmacist-manager shall be responsible for 
establishing a quality assurance program for the automated 
medication system. The program shall provide for: 

(1) Review of override medication utilization; 
(2) Investigation of any medication error related to 

drugs distributed or packaged by the 
automated medication system; 

(3) Review of any discrepancy or transaction 
reports and identification of patterns of 
inappropriate use or access of the automated 
medication system; 

(4) Review of the operation of the automated 
medication system; 

(5) Integration of the automated medication 
system quality assurance program with the 
overall continuous quality improvement 
program of the pharmacy; and 

(6) Assurance that individuals working with the 
automated medication system receive 
appropriate training on operation of the system 
and procedures for maintaining pharmacy 
services when the system is not in operation. 

(h) The pharmacist-manager shall maintain, for at least 
three years, the following records related to the automated 
medication system in a readily retrievable manner: 

(1) Transaction records for all non-controlled 
drugs or devices distributed by the automated 
medication system; 

(2) Transaction records from the automated 
medication system for all controlled 
substances dispensed or distributed; and 

(3) Any report or analysis generated as part of the 
quality assurance program required by 
Paragraph (g) of this Rule. 

 
Authority G.S. 90-85.6; 90-85.32; 90-85.33. 
 
21 NCAC 46 .3403 MULTIDISCIPLINARY  
COMMITTEE FOR DECENTRALIZED AUTOMATED  
MEDICATION SYSTEMS 
(a)  The consultant pharmacist of record or pharmacist-manager 
shall convene or identify a multidisciplinary committee, which is 
charged with oversight of the decentralized automated 
medication system. 
(b)  The Multidisciplinary Committee shall: 

(1) Include at least one pharmacist; 
(2) Establish the criteria and process for 

determining which medication qualifies as a 
high risk override medication or a low risk 
override medication in a decentralized 
automated medication system; and 

(3) Develop policies and procedures regarding the 
decentralized automated medication system. 

 
Authority G.S. 90-85.6; 90-85.32; 90-85.33. 
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21 NCAC 46 .3404 STOCKING OR RESTOCKING  
OF AN AUTOTMATED MEDICATION SYSTEM 
(a)  Medications in an Automated Medication System shall be 
stocked or restocked by a pharmacist or by a pharmacy 
technician supervised by a pharmacist as satisfied by Paragraph 
(d)(2) Responsibility for accurate stocking and restocking of an 
automated medication system lies with the pharmacist-manager 
and with any pharmacist tasked with supervising such functions 
as specified in Subparagraph (b)(2) of this Rule. 
(b)  The stocking or restocking of an automated medication 
system system, where performed by someone other than a 
pharmacist, shall follow one of the following procedures to 
ensure correct medication drug selection: 

(1) A pharmacist shall conduct and document a 
daily audit of medications drugs placed or to 
be placed into an automated medication 
system thatby a pharmacy technician, which 
audit may include random sampling. 

(2) A bar code verification, electronic verification, 
or similar verification process shall be utilized 
to assure correct selection of medication drugs 
placed or to be placed into an automated 
medication system. The utilization of a bar 
code, electronic, or similar verification 
technology process shall require an initial 
quality assurance validation, followed by a 
quarterly quality assurance review by a 
pharmacist.  When a bar code verification, 
electronic verification, or similar verification 
process is utilized as specified in this section, 
stocking and restocking functions may be 
performed by a pharmacy technician or by a 
registered nurse trained and authorized by the 
pharmacist-manager. 

(c)  The pharmacist performing the quality assurance review 
shall maintain a record of the quality assurance process that 
occurred and the pharmacist approval of the medication drug 
stocking, restocking or verification process. 
(d)  Medication Reuse. Medication Any drug that has been 
removed from the automated medication system shall not be 
replaced into the system unless: 

(1) a pharmacist has examined the medication, the 
drug's purity, packaging, and the labeling have 
been examined according to policies and 
procedures established by the pharmacist-
manager to determineand determined that 
reuse of the drugmedication is appropriate; or 

(2) specific drugs,medications, such as multi-dose 
vials, have been exempted by the 
Multidisciplinary Committee. 

 
Authority G.S. 90-85.6; 90-85.32; 90-85.33. 
 
21 NCAC 46 .3405 CENTRALIZED AUTOMATED  
MEDICATION SYSTEMS 
A pharmacist utilizing a centralized automated medication 
system may distribute patient specific medications within the 
licensed health care facility without checking each individual 
medication selected or packaged by the system, if : 

(1) The initial medication order has been reviewed 
and approved by a pharmacist; and 

(2) The medication is distributed for subsequent 
administration by a health care professional 
permitted by North Carolina law to administer 
medication. 

 
Authority G.S. 90-85.6; 90-85.32; 90-85.33. 
 
21 NCAC 46 .3406 QUALITY ASSURANCE  
PROGRAM 
The consultant pharmacist of record or pharmacist-manager shall 
be responsible for establishing a quality assurance program for 
the automated medication system. The program shall provide 
for: 

(1) Review of high risk override medication and 
low risk override medication utilization; 

(2) Investigation of a medication error related to 
the automated medication system; 

(3) Review of a discrepancy or transaction reports 
and identification of patterns of inappropriate 
use or access; 

(4) Review of the operation of the system; 
(5) Integration of the automated medication 

system quality assurance program with the 
overall continuous quality improvement 
program of the pharmacy; and 

(6) Assurance that individuals working with the 
automated medication system receive 
appropriate training on operation of the system 
and procedures for maintaining pharmacy 
services when the system is not in operation. 

 
Authority G.S. 90-85.6; 90-85.32; 90-85.33. 
 
21 NCAC 46 .3407 RECORD KEEPING 
(a)  The consultant pharmacist of record or pharmacist-manager 
shall maintain records related to the automated medication 
system for the system in a readily retrievable manner. 
(b)  The following records shall be maintained for at least three 
years. 

(1) Daily audits of stocking or restocking, if 
applicable;  

(2) Daily audits of the output of a centralized 
automated medication system, if applicable; 
and  

(3) Transaction records for all non-controlled 
medications or devices distributed by the 
automated medication system. 

(c) The following records shall be maintained for at least three 
years: 

(1) Any report or analysis generated as part of the 
quality assurance program; 

(2) A report or database related to access to the 
system or any change in the  access to the 
system or access to medication in the system; 
and  
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(3) Transaction records from the automated 
medication system for all controlled 
substances dispensed or distributed. 

 
Authority G.S. 90-85.6; 90-85.32; 90-85.33. 
 
21 NCAC 46 .3408 COMPLIANCE 
The consultant pharmacist of record or pharmacist-manager shall 
assure compliance with all requirements of the Pharmacy 
Practice Act and Board rules. 
 
Authority G.S. 90-85.6; 90-85.32; 90-85.33. 
 

* * * * * * * * * * * * * * * * * * * * 
 

CHAPTER 68 – SUBSTANCE ABUSE PROFESSIONAL 
PRACTICE BOARD 

 
Notice is hereby given in accordance with G.S. 150B-21.2 that 
the NC Substance Abuse Professional Practice Board intends to 
amend the rules cited as 21 NCAC 68 .0101, .0206, .0209, .0301, 
.0303-.0306, and .0512. 
 
Agency obtained G.S. 150B-19.1 certification: 

  OSBM certified on:       
  RRC certified on:       
  Not Required 

 
Link to agency website pursuant to G.S. 150B-19.1(c):  
www.ncsappb.org 
 
Proposed Effective Date:  October 1, 2013 
 
Public Hearing: 
Date:  June 18, 2013 
Time:  10:00 a.m. 
Location:  11 Glenwood Avenue, Raleigh, NC 27603 
 
Reason for Proposed Action:  Changes in policies by IC & 
RC/AODA, Inc. that statute directs Board to follow with 
attendant fee deletion; Feedback from credentialed 
professionals less burdensome if more continuing education 
hours selected from their specific field rather than same general 
requirements; Technical corrections resulting from enactment of 
Session Law 2005-431 and Session Law 2008-130 making rules 
unambiguous; Clarify existing rules. 
 
Procedure by which a person can object to the agency on a 
proposed rule:  Any person may submit comments to the Board 
either orally or in writing at the Public Hearing.  Other written 
comments should be mailed (to be received by the end of the 
comment period) to:  Ms. Anna Misenheimer, Executive 
Director, NC Substance Abuse Professional Practice Board, P. 
O. Box 10126, Raleigh, NC 27605. 
 
Comments may be submitted to:  Ms. Anna Misenheimer, 
Executive Director, NCSAPPB, P. O. Box 10126, Raleigh, NC 
27605; email anna@recanc.com 
 

Comment period ends:  July 15, 2013 
Procedure for Subjecting a Proposed Rule to Legislative 
Review: If an objection is not resolved prior to the adoption of 
the rule, a person may also submit written objections to the 
Rules Review Commission after the adoption of the Rule. If the 
Rules Review Commission receives written and signed 
objections after the adoption of the Rule in accordance with G.S. 
150B-21.3(b2) from 10 or more persons clearly requesting 
review by the legislature and the Rules Review Commission 
approves the rule, the rule will become effective as provided in 
G.S. 150B-21.3(b1). The Commission will receive written 
objections until 5:00 p.m. on the day following the day the 
Commission approves the rule. The Commission will receive 
those objections by mail, delivery service, hand delivery, or 
facsimile transmission. If you have any further questions 
concerning the submission of objections to the Commission, 
please call a Commission staff attorney at 919-431-3000. 
 
Fiscal impact (check all that apply). 

 State funds affected 
 Environmental permitting of DOT affected 

 Analysis submitted to Board of Transportation 
 Local funds affected 

 Date submitted to OSBM:        
 Substantial economic impact (≥$500,000) 
 Approved by OSBM 
 No fiscal note required by G.S. 150B-21.4 

 
SECTION .0100 - GENERAL 

 
21 NCAC 68 .0101 DEFINITIONS 
As used in the General Statutes or this Chapter, the following 
terms have the following meaning: 

(1) "Applicant" means a person who submits 
documentation seeking Board status for 
registration or certification. 

(2) "Application packet" means a set of 
instructions and forms required by the Board 
for registration. 

(3) "Approved Supervisor" means a supervisor as 
set out in G.S. 90-113.31.  This is a person 
who fulfills or is in the process of fulfilling the 
requirements for this Board designation 
pursuant to Rule .0211 of this Chapter by 
completing its academic, didactic and 
experiential requirements. 

(4) "Assessment" means identifying and 
evaluating an individual's strengths, 
weaknesses, problems and needs for the 
development of a treatment or service plan for 
alcohol, tobacco or drug abuse. 

(5) "Clinical Supervision" means clinical 
oversight required for all credentials with a 
minimum of 50 percent clinical supervision 
that shall accrue in person, face-to-face, while 
in the proximity of the same room whereas the 
balance of this requirement may be fulfilled 
electronically via video, face-to-face, if 
performed in real time. 
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(6) "Clinical Supervision Specific Education" 
means training that directly covers the aspects 
of clinical supervision of a substance abuse 
professional or any of the 12 core functions in 
their clinical application. 

(7) "Client" means an individual who is in receipt 
of substance abuse counseling. 

(8) "Complainant" means a person who has filed a 
complaint pursuant to these Rules. 

(9) "Consultation" means a meeting for 
discussion, decision-making and planning with 
other service providers for the purpose of 
providing substance abuse services. 

(10) "Crisis" means a decisive, crucial event either 
directly or indirectly related to alcohol or drug 
use, in the course of treatment that threatens to 
compromise or destroy the rehabilitation 
effort. 

(11) "Deemed Status Group" means those persons 
who are credentialed as a clinical addictions 
specialist because of their membership in a 
deemed status discipline. 

(12) "Education" means a service which is designed 
to inform and teach various groups including 
clients, families, schools, businesses, churches, 
industries, civic and other community groups 
about the nature of substance abuse disorders 
and about available community resources.  It 
also serves to improve the social functioning 
of recipients by increasing awareness of 
human behavior and providing alternative 
cognitive or behavioral responses to life's 
problems. 

(13) "Full Time" means 2,000 hours per year. 
(14) "General Professional Skill Building" means 

education provided to enhance general skills of 
a substance abuse professional. 

(15) "Hearing panel" means a body composed of 
members of a committee designated by the 
chairperson of the committee to conduct an 
informal hearing to determine that the 
applicant meets the standards required to be 
maintained for or awarded a credential. 

(16) "Impairment" means a mental illness, 
substance abuse or chemical dependency, 
physical illness, or aging problem. 

(17) "Letter of Reference" means a letter that 
recommends a person for certification. 

(18) "Membership In Good Standing" means a 
member's certification is not in a state of 
revocation, lapse, or suspension.  However, an 
individual whose certification is suspended 
and the suspension is stayed is a member in 
good standing during the period of the stay. 

(19) "Passing score" means the score set by the 
entity administering the exam. 

(20) "Person served" means an individual who is 
not a client but is in receipt of substance abuse 
prevention counseling. 

(21) "Personal service" means the actual delivery of 
a document into the hands of the person to 
whom it is addressed. 

(22) "President" means the President of the Board. 
(23) "Prevention Consultation" means a service 

provided to other mental health, human 
service, and community planning/development 
organizations or to individual practitioners in 
other organizations to assist in the 
development of insights and skills of the 
practitioner necessary for prevention. 

(24) "Prevention performance domains" means 
areas of professional activities to include: 
(a) planning and evaluations; 
(b) education and skill development; 
(c) community organization; 
(d) public and organizational policy; and  
(e) professional growth and 

responsibility. 
(25) "Referral" means identifying the needs of an 

individual that cannot be met by the counselor 
or agency and assisting the individual in 
utilizing the support systems and community 
resources available. 

(26) "Rehabilitation" means re-establishing the 
functioning needed for professional 
competency. 

(27) "Reinstatement" means an action where the 
Board restores certification or registration to 
an applicant after the applicant completes the 
requirements imposed by the Board. 

(28) "Relapse" means the return to the pattern of 
substance abuse as well as the process during 
which indicators appear prior to the person's 
resumption of substance abuse or a re-
appearance or exacerbation of physical, 
psychological or emotional symptoms of 
impairment. 

(29) "Renewal" means an action by the Board 
granting a substance abuse professional a 
consecutive certification or registration based 
upon the completion of requirements for 
renewal as prescribed by the Board. 

(30) "Revival" means an action by the Board 
granting a substance abuse professional a 
certification or registration following a lapse 
of certification or registration wherein the 
professional must also meet the requirements 
for renewal as prescribed by the Board. 

(31) "Reprimand" means a written warning from 
the Board to a person making application for 
certification by the Board or certified by the 
Board. 

(32) "Respondent" means a person who is making 
application for certification by the Board or is 
certified by the Board against whom a 
complaint has been filed. 

(33) "Sexual activity" means: 
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(a) Contact between the penis and the 
vulva or the penis and the anus; 

(b) Contact between the mouth and the 
penis, the mouth and the vulva, or the 
mouth and the anus; or 

(c) The penetration, however slight, of 
the anal or genital opening of another 
by a hand or finger or by any object 
with an intent to abuse, humiliate, 
harass, degrade, or arouse or gratify 
the sexual desire of any person. 

(34) "Sexual contact" means any of the following 
actions: 
(a) Vaginal intercourse, cunnilingus, 

fellatio, or anal intercourse, if 
initiated, agreed to, or not resisted by 
the substance abuse professional; or 

(b) Kissing or the intentional touching of 
the other's lips, genital area, groin, 
inner thigh, buttocks, breasts, or any 
other body parts, as well as the 
clothing covering any of these body 
parts for the purpose of sexual 
stimulation or gratification of either 
the substance abuse professional or 
the client if initiated, agreed to, or not 
resisted by the substance abuse 
professional. 

(35) "Substance Abuse Counseling Experience" 
means approved supervised experience that 
may be full time or part-time, paid or 
voluntary, and must include all of the 12 core 
functions (Rule .0204 of this Chapter) as 
documented by a job description and 
supervisors evaluation. 

(36) "Substance Abuse Prevention Consultant 
Experience" means approved supervised 
experience that may be full time or part-time, 
paid or voluntary, and must include all of the 
prevention domains referenced by Rule .0206 
of this Chapter and as documented by a job 
description and supervisor's evaluation. 

(37) "Substance Abuse Specific" means education 
focused upon alcohol and other drugs and the 
substance abusing population and is provided 
for a substance abuse professional by one 
whose education and experience is in the field 
of alcohol and other drugs. 

(38) "Supervised Practice" means supervision of 
the applicant in the knowledge and skills 
related to substance abuse professionals. 

(39) "Supervisor of Record" means the substance 
abuse professional primarily responsible for 
providing applicant or practice supervision to a 
supervisee. 

(39)(40) "Suspension" means a loss of certification or 
the privilege of making application for 
certification. 

 

Authority G.S. 90-113.30; 90-113.33; 90-113.40; 90-113.41; 90-
113.41A. 
 

SECTION .0200 - CERTIFICATION 
 
21 NCAC 68 .0206 PROCESS FOR PREVENTION  
CONSULTANT CERTIFICATION 
(a)  Prevention consultant certification shall be offered to those 
persons whose The Board shall certify an applicant as a 
Substance Abuse Prevention Consultant as set out in Article 5C 
of Chapter 90 of the North Carolina General Statutes.  A 
Prevention Consultant's primary responsibilities are to provide 
substance abuse information and education, environmental 
approaches, alternative activities, community organization, 
networking, and referral. 
(b)  Requirements for certification shall be as follows: 

(1) 10,000 6,000 hours (five three years) work 
experience in prevention consultation obtained 
in a minimum of 60 36 months without a 
baccalaureate degree or 4,000 hours (two 
years) work experience in prevention 
consultation obtained in a minimum of 24 
months with a baccalaureate degree in a 
human services field from a regionally 
accredited college or university; 

(2) 270 hours of academic and didactic training 
divided in the following manner: 
(A) 170 hours primary and secondary 

prevention and in the prevention 
performance domains; and 

(B) 100 hours in substance abuse specific 
studies, which includes 12 hours in 
HIV/AIDS/STDS/TB/Bloodborne 
pathogens training and six hours in 
prevention specific ethics training; six 
hours of 
HIV/AIDS/STDS/TB/Bloodborne 
pathogens training and education, six 
hours professional ethics education, 
and six hours of education to be 
selected from Subparagraph (3) of 
this Paragraph as set out below. 

(3) The six hours of additional education that may 
be included in the 100 hours in substance 
abuse specific studies described in Part (2)(B) 
of this Paragraph shall be selected from the 
following: 
(A) Nicotine Dependence; 
(B) Psychopathology; 
(C) Evidence-Based Treatment 

Approaches; 
(D) Substance Abuse Issues in Older 

Adults; and 
(E) Substance Abuse Issues Affecting 

Veterans. 
(3)(4) A minimum of 300 hours of supervised 

practical training practice hours documented 
by a certified substance abuse professional; 
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(4)(5) Evaluations from a supervisor on this practice 
as well as two evaluations from colleagues or 
co-workers; 

(5)(6) Successful completion of an IC&RC/AODA, 
Inc. or its successor organization written 
examination; 

(6)(7) A form signed by the applicant attesting to the 
applicant's adherence to the Ethical Standards 
of the Board; 

(7)(8) An application packet fee of twenty-five 
dollars ($25.00), a registration fee of one 
hundred twenty-five dollars ($125.00), and an 
examination fee of one hundred twenty-five 
dollars ($125.00). 

 
Authority G.S. 90-113.30; 90-113.31; 90-113.33; 90-113.34; 90-
113.38; 90-113.40; 90-113.41. 
 
21 NCAC 68 .0209 RECIPROCITY 
(a)  If a Counselor, Prevention Consultant, Clinical Supervisor, 
or Clinical Addictions Specialist holds a certification credential 
issued by an IC&RC/AODA, Inc. member board or a successor 
organization as a certified substance abuse counselor (to include 
alcohol and other drugs), certified Prevention Consultant, 
certified Clinical Supervisor, or certified credentialed Clinical 
Addictions Specialist, the person may transfer this certification 
credential to North Carolina by applying a transfer fee as 
assessed by the IC&RC/AODA, Inc. or its successor 
organization. 
(b)  The reciprocal certification credential effective date shall 
remain the same as in the previous state. 
(c)  At the time when recertification re-credentialing is required, 
it will be the individual's responsibility to submit an application 
for recertification. re-credentialing. For the period of the first 
recertification re-credentialing in North Carolina, the Board shall 
accept the member's former State recertification re-credentialing 
requirements for the purpose of reciprocal recertification. re-
credentialing. At the end of this recertification re-credentialing 
period, it shall be the individual's responsibility to conform to 
the recertification re-credentialing requirements of North 
Carolina in effect at the time of recertification. re-credentialing. 
 
Authority G.S. 90-113.30; 90-113.33; 90-113.38. 
 
SECTION .0300 - CLINICAL ADDICTIONS SPECIALIST 
 
21 NCAC 68 .0301 SCOPE 
The rules in this Section apply to a person seeking certification 
licensure as a clinical addictions specialist and a credentialing 
body of a professional discipline seeking deemed status. 
 
Authority G.S. 113.30; 90-113.40; 90-113.41A. 
 
21 NCAC 68 .0303 APPLICATION FOR DEEMED  
STATUS BY PROFESSIONAL DISCIPLINE 
(a)  Any credentialing body of a professional discipline seeking 
deemed status shall forward a letter of intent with a request for 
an application to become a deemed status organization to the 
Board. 

(b)  As directed by the Board, the discipline The credentialing 
body shall provide the following: 

(1) Documentation that it meets the requirements 
of G.S. 90-113.41A; 

(2) A copy of the ethical code and statement, if 
any, it requires its members to sign indicating 
that the member  will comply with the 
discipline's code of ethics; and, ethics and any 
substantiating data that supports the ethical 
process of the professional discipline; 

(3) Documentation If the examination is required 
by the credentialing body, documentation 
describing the exam process each applicant 
must pass in order to be awarded the 
professional group's substance abuse specialty 
credential. credential. If the examination for 
the specialty is not administered by the 
professional group, the applicant shall pass the 
Board's exam for licensure. 

(c)  A professional discipline granted deemed status shall 
provide the name of any member whose credential is revoked, 
suspended or denied within 60 days from the date of action. 
(d)  The professional discipline, to the extent allowed by its 
statutes and rules, shall provide any information requested by the 
Board that has been submitted to the professional discipline 
regarding the complaint against its member, subsequent to the 
disposition of the complaint. 
(e)  If no information has been received by the Board within six 
months, or the Board is not satisfied with the disposition of the 
complaint, the Board may initiate its own disciplinary action. 
 
Authority G.S. 90-113.32; 90-113.33; 90-113.41A; 90-113.43. 
 
21 NCAC 68 .0304 THREE-YEAR STANDARDS  
REVIEW OF DEEMED STATUS STANDING 
(a)  The Standards and Credentialing Committee of the Board 
shall review the standards of each professional discipline every 
third year as required in G.S. 90-113.41A. 
(b)  The Board shall send notice to the discipline 90 days in 
advance of the end of the three-year period following the date 
deemed status was granted or renewed. 
(c)  The discipline shall report current standards, including an 
update of all information originally required. 
(d)  The Board may require further substantiation and 
explanation of this data. 
 
Authority G.S. 90-113.32; 90-113.33; 90-113.41A; 90-113.43. 
 
21 NCAC 68 .0305 LICENSURE REQUIREMENTS  
FOR INDIVIDUAL APPLICANT 
In addition to meeting the requirements of G.S. 90-113.40, an 
applicant seeking certification licensure as a clinical addictions 
specialist shall submit the following, if applicable: 

(1) Documentation evidencing that 12 of 
completion of: 
(a) Six hours of 

HIV/AIDS/STDS/TB/Bloodborne 
pathogens training and education and 
education; 
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(b) Six hours of professional ethics 
training training; and 

(c) Six hours of clinical supervision 
specific training.  All hours listed in 
Sub-items (a), (b), and (c) of this Item 
may be included in the 180 hours 
completed for licensure in the core 
competencies by the applicant not in 
the deemed status group as well as six 
hours also included in this group and 
selected from the following list: were 
included in the 180 hours completed 
for certification in the core 
competencies by the applicant not in 
the deemed status group; 
(i) Nicotine Dependence; 
(ii) Psychopathology; 
(iii) Evidence-Based Treatment 

Approaches; 
(iv) Substance Abuse Issues in 

Older Adults; and 
(v) Substance Abuse Issues 

Affecting Veterans. 
(2) Copy of a substance abuse specialty certificate 

or its equivalent; 
(3) Copy of his or her masters' or doctorate degree 

diploma; 
(4) Completed registration form; and 
(5) Payment of the following fees: 

(a) All applicants who are in the deemed 
status group shall make payment of a 
non-refundable application fee of ten 
dollars ($10.00) and payment of a 
non-refundable certification 
credentialing fee of forty dollars 
($40.00). 

(b) All other applicants shall make 
payment of an application packet fee 
of twenty-five dollars ($25.00) and 
payment of a non-refundable 
certification credentialing fee of one 
hundred twenty-five dollars 
($125.00). 

(c) All applicants seeking certification 
credentialing pursuant to Criteria A 
A, Criteria B, and Criteria C of G.S. 
90-113.40(c) shall make payment of a 
non-refundable written examination 
fee of one hundred twenty-five 
dollars ($125.00) ($125.00). and 
payment of a non-refundable oral 
examination fee of one hundred 
dollars ($100.00). 

(d) All applicants seeking certification 
pursuant to Criteria B of G.S. 90-
113.40(c) shall make payment of a 
non-refundable written examination 
fee of one hundred twenty-five 
dollars ($125.00). 

(e) All applicants seeking certification 
pursuant to Criteria C of G.S. 90-
113.40(c) shall make payment of a 
non-refundable oral examination fee 
of one hundred dollars ($100.00). 

 
Authority G.S. 90-113.30; 90-113.33; 90-113.38; 90-113.40; 90-
113.41; 90-113.43. 
 
21 NCAC 68 .0306 RENEWAL OF INDIVIDUAL  
LICENSURE AS CLINICAL ADDICTIONS SPECIALIST 
(a)  An applicant who is in the deemed status group shall submit 
the following every two years: 

(1) A completed application form and a copy of 
the applicant's current substance abuse 
certification or its equivalent from the 
applicant's deemed status professional 
discipline. 

(2) A non-refundable recertification re-licensing 
fee of thirty-five dollars ($35.00). 

(b)  All other individual applicants shall: 
(1) Renew certification licensure as classified by 

the criteria for their original certification 
credential every two years. 

(2) Document completing 40 hours of education 
pursuant to Section .0400 of this Chapter, 
during the current certification licensing 
period.  A minimum of 30 hours shall be 
substance abuse specific.  This education may 
include a combination of hours including 
attending workshops, receiving clinical 
supervision and providing workshops. 

(3) Meet re-licensing educational guidelines as a 
substance abuse professional as follows: 
(A) No more than 25 percent may be 

inservice in-service education, 
received within the applicant's 
organization by staff of the same 
employment. 

(B) No more than 25 percent receiving 
supervision with two hours of 
supervision translating to one hour of 
education. 

(C) No more than 25 percent of workshop 
presentation with one hour of 
presentation translating to one hour of 
education.  Workshop presentation 
shall be pursuant to Rule .0213 of this 
Chapter. 

(D) No more than 25 percent of 
Alcohol/Drug Education Traffic 
School (ADETS) and Drug Education 
School (DES) events. 

(E)(D) All applicants shall include six three 
hours of 
HIV/AIDS/STDS/TB/Bloodborne 
pathogens training and education and 
education, three hours of professional 
ethics training and education for each 
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certification. education, and three 
hours of education to be selected 
from the list appearing in Rule 21 
NCAC 68 .0305(1)(c) for each re-
credentialing. 

(4) A completed application form with continuing 
education documented. 

(5) A non-refundable one hundred twenty-five 
dollar ($125.00) recertification re-
credentialing fee. 

 
Authority G.S. 90-113.30; 90-113.33; 90-113.37; 90-113.38; 90-
113.39; 90-113.41A; 90-113.43. 
 
SECTION .0500 - ETHICAL PRINCIPLES OF CONDUCT 

FOR THE SUBSTANCE ABUSE PROFESSIONAL 
 
21 NCAC 68 .0512 RESPONSIBILITIES OF  
SUPERVISOR AND SUPERVISEE 
(a)  A professional who has received a credential from the Board 
and who is serving as a clinical or practice supervisor shall: 

(1) Be aware of his or her influential position with 
respect to supervisees and therefore not exploit 
the trust and reliance of such persons. 

(2) Avoid dual relationships that could impair 
professional judgment, increase the risk of 
exploitation, or cause harm to the supervisee.  
To implement this standard the supervisor 
shall not: 
(A) Instruct or supervise family members 

who are related by blood to the 
second degree or marriage or a person 
living in the supervisor's household;  

(B) Provide therapy or therapeutic 
counseling services to supervisees; or  

(C) Solicit or engage in sexual activity or 
contact with supervisees during the 
period of supervision. 

(3) Be trained in and knowledgeable about 
supervision methods and techniques. 

(4) Supervise or consult only within his or her 
knowledge, training, and competency. 

(5) Guide his or her supervisee to perform 
services responsibly, competently, and 
ethically.  As authorized by the supervisee's 
employer, the supervisor shall assign to his or 
her supervisees only those tasks or duties that 
these individuals can be expected to perform 
competently, based on the supervisee's 
education, experience, or training, either 
independently or with the level of supervision 
being provided. 

(6) Not disclose the confidential information 
provided by a supervisee except: 
(A) As mandated by law; 
(B) To prevent harm to a client or other 

person involved with the supervision; 
(C) In educational or training settings 

where there are multiple supervisors, 
and then only to other professional 
colleagues who share responsibility 
for the performance or training of the 
supervisee; or 

(D) If consent is obtained. 
(7) Establish and facilitate a process for providing 

evaluation of performance and feedback to a 
supervisee. To implement this process the 
supervisee shall be informed of the timing of 
evaluations, methods, and levels of 
competency expected. Supervision 
documentation shall be signed by the 
supervisor and supervisee and include the date, 
time, duration, method, and topic of the 
supervision session. 

(8) Not endorse supervisees for credentialing, 
employment, or completion of an academic 
training program if they believe the 
supervisees are not qualified for the 
endorsement.  A supervisor shall develop a 
plan to assist a supervisee who is not qualified 
for endorsement to become qualified. 

(9) Make financial arrangements for any 
remuneration with supervisees and 
organizations only if these arrangements are 
clear and in writing.  All fees shall be 
disclosed to the supervisee prior to the 
beginning of supervision if practicable. 

(b)  The Supervisor of Record shall provide notice to the office 
of the Board within 30 days from the date of the last session of 
clinical supervision that supervision has terminated.  Upon 
receipt of this notice, as soon as is practicable, the Board shall 
mail a certified notice to the supervisee that he or she has 30 
days to obtain supervision to retain the current credential.  The 
supervisee shall provide the Board with a Board-approved 
supervision contract signed and dated by the supervisor and 
supervisee to maintain the supervisee's credential. This contract 
shall be postmarked, indicating that it was mailed, to the office 
within the 30-day time period. 
 
Authority G.S. 90-113.30; 90-113.33; 90-113.38; 90-113.39; 90-
113.40. 
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This Section contains information for the meeting of the Rules Review Commission on May 16, 2013 at 1711 New Hope 
Church Road, RRC Commission Room, Raleigh, NC.  Anyone wishing to submit written comment on any rule before the 
Commission should submit those comments to the RRC staff, the agency, and the individual Commissioners.  Specific 
instructions and addresses may be obtained from the Rules Review Commission at 919-431-3000.  Anyone wishing to 
address the Commission should notify the RRC staff and the agency no later than 5:00 p.m. of the 2nd business day before the 
meeting.  Please refer to RRC rules codified in 26 NCAC 05. 
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Addison Bell Ralph A. Walker 
Margaret Currin Anna Baird Choi 

Pete Osborne Jeanette Doran 
Bob Rippy Garth K. Dunklin 

Faylene Whitaker Stephanie Simpson 
 

COMMISSION COUNSEL 
Joe Deluca (919)431-3081 
Amanda Reeder (919)431-3079 

 
RULES REVIEW COMMISSION MEETING DATES 

May 16, 2013  June 20, 2013 
July 18, 2013  August 15, 2013 

 

 
 

RULES REVIEW COMMISSION 
April 18, 2013 

MINUTES 
 
The Rules Review Commission met on Thursday, April 18, 2013, in the Commission Room at 1711 New Hope Church Road, 
Raleigh, North Carolina.  Commissioners present were: Margaret Currin, Jeanette Doran, Garth Dunklin, Pete Osborne, Bob Rippy 
and Commissioner Addison Bell via Skype. 
 
Staff members present were: Joe DeLuca and Amanda Reeder, Commission Counsel; Dana Vojtko, Julie Edwards and Tammara 
Chalmers. 
 
The meeting was called to order at 10:14 a.m. with Vice-Chairman Currin presiding. She reminded the Commission members that 
they have a duty to avoid conflicts of interest and the appearances of conflicts as required by NCGS 138A-15(e). 
 
APPROVAL OF MINUTES 
Vice-Chairman Currin asked for any discussion, comments, or corrections concerning the minutes of the March 21, 2013.   There were 
none and the minutes were approved as distributed. 
 
FOLLOW-UP MATTERS 
10A NCAC 09 .3004 – Child Care Commission.  There has been no response from the agency and no action was taken.   
 
11 NCAC 08 .1116 – Home Inspector Licensure Board – The Commission unanimously approved the re-written rule. 
 
21 NCAC 22F .0120 – Hearing Aid Dealers and Fitters Board – The Board responded to the Commission’s objection by proposing to 
repeal 21 NCAC 22F .0120 and adopting nine new rules to fully address the issues raised by the Commission’s objection.  Pursuant to 
G.S. 150B-21.12(c), the Commission found that the submission was responsive to the Commission’s objection.  The Commission also 
found that the changes were substantial, creating an effect that could not have reasonably been foreseen from the text of Rule 21 
NCAC 22F .0120.  The Commission authorized the proposed changes to be published pursuant to G.S. 150B-21.1(a3) and will review 
the rules again for approval after publication. 
 
Catherine Jorgensen addressed the Commission. 
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21 NCAC 58A .0110, .1402 – Real Estate Commission – The Commission unanimously approved the re-written rules. 
 
Prior to the review of the rules from the Real Estate Commission, Commissioner Dunklin recused himself and did not participate in 
any discussion or vote concerning these rules because he is a practicing attorney before the Commission. 
 
21 NCAC 65 .0601, .0602 – Board of Recreational Therapy Licensure - The Commission unanimously approved the re-written rules.   
Rule .0901 was withdrawn by the agency. 
 
LOG OF FILINGS 
Vice-Chairman Currin presided over the review of the log of permanent rules. 
 
Board of Agriculture 
All rules were unanimously approved. 
 
Department of Commerce – Division of Employment Security 
All rules were approved unanimously with the following exceptions: 
 
The Commission objected to Rule 04 NCAC 24E .0102 based on ambiguity and lack of statutory authority.  Specifically, it is not clear 
within the Rule what the standards will be for a “reasonable” amount of effort to find the records or to begin the search for those 
records.  It is unclear which third parties will routinely receive the information in Paragraph (g). Further, the rule allows third parties 
to request the confidential records of applicants and recipients of unemployment compensation if the third party includes a statement 
that the applicant or employer has waived confidentiality.  20 CFR 603.5 provides that the State may release confidential information 
to third parties when there is a signed release by the party that includes information to ensure informed consent. There is no such 
requirement for a signed release or informed consent in this Rule. 
 
The Commission objected to Rule 04 NCAC 24E .0104 based on ambiguity. It is unclear in Paragraph (b) what standards will be used 
to “assure to the satisfaction of the individual retrieving the information” that payment will be made.  It is also unclear what 
constitutes a “substantial search,” which triggers this payment. 
 
The agency requested that the Commission waive its rules and review the rewritten rule at the meeting.  Commission moved to deny 
the request.  The motion was seconded and unanimously approved. 
 
Thelma Hill, Deputy Chief Counsel addressed the Commission. 
 
Office of Information Technology Services 
The Commission extended the period of review on all the rules. They did so in order to give the agency additional time to understand 
staff’s comments concerning the rules, make technical changes, make any other changes the agency wished to satisfy staff’s concerns, 
and to prepare any other response to staff’s comments. 
 
Richard Bradford, an attorney from the Department of Justice representing the agency, addressed the Commission. He stated that the 
agency was in concurrence with the recommendation to extend the period of review. 
 
Child Care Commission 
All rules were unanimously approved. 
 
Environmental Management Commission 
All rules were unanimously approved. 
 
Jolle Burleson addressed the Commission. 
 
Marine Fisheries Commission 
All rules were unanimously approved. 
 
Catherine Blum addressed the Commission. 
 
Coastal Resources Commission 
All rules were unanimously approved. 
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Commissioner Dunklin was not present during the discussion and did not vote.  He returned prior to the discussion of and vote on the 
Wildlife Resource Commission rules. 
 
Wildlife Resources Commission 
All rules were unanimously approved. 
 
Board of Physical Therapy Examiners 
All rules were unanimously approved with the following exceptions: 
 
The Commission objected to 21 NCAC 48A .0106 based on ambiguity and lack of statutory authority.  G.S. 90-640 requires that a 
licensee engaged in health care wear a name badge displaying the licensee’s full name and level of licensure.  In Paragraph (b) of the 
Rule, it unclear who will determine whether the first name only and level of licensure is necessary to ensure the licensee’s safety and 
in what instances that may occur.  Technically speaking, the only rulemaking authority conferred by the cited statute to regulating 
bodies is to create these exemptions.   Here, the Board did not create the exemptions, but instead recited the statutory language. 

 
In addition, Paragraph (c) states that a name badge is not required to be worn in the licensee’s office if his or her name is prominently 
displayed in the office.  G.S. 90-640(c) includes several options that can be used to allow a licensee not to wear an identification badge 
in the licensee’s office.  It is unclear if the Board intended a licensee to wear a badge stating only licensure status or if it intended to 
require no identification at all. All statutory options require that an individual be able to determine the licensee’s name and licensure 
status, and the Board does not have authority to amend the statutory requirement in the rule. 
 
Ben Massey addressed the Commission. 
 
RRC CERTIFICATION 
 
State Board of Education 
These rules were deferred to the May 16th meeting at the agency's request. 
 
The meeting adjourned at 12:12 p.m. 
The next scheduled meeting of the Commission is Thursday, May 16th at 10:00 a.m. 
 
There is a digital recording of the entire meeting available from the Office of Administrative Hearings / Rules Division. 
Respectfully Submitted, 
 
________________________________ 

   Julie Edwards 
Editorial Assistant 
 

Minutes approved by the Rules Review Commission. 
 
_________________________________ 

Margaret Currin/Vice-Chair 
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LIST OF APPROVED PERMANENT RULES 
April 18, 2013 Meeting 

AGRICULTURE, BOARD OF 

Adoptions by Reference 02 NCAC 09B .0116 

General 02 NCAC 09F .0101 

Physical and Chemical Requirements 02 NCAC 09F .0102 

Performance Requirements 02 NCAC 09F .0103 

General 02 NCAC 09F .0201 

Physical and Chemical Requirements 02 NCAC 09F .0202 

Performance Requirements 02 NCAC 09F .0203 

Methods of Testing 02 NCAC 09F .0204 

Physical and Chemical Requirements 02 NCAC 09F .0305 

Performance Requirements 02 NCAC 09F .0306 

COMMERCE - EMPLOYMENT SECURITY, DIVISION OF 

Confidentiality of Unemployment Insurance Information 04 NCAC 24E .0101 

Fees for Copies and Services 04 NCAC 24E .0103 

CHILD CARE COMMISSION 

Definitions 10A NCAC 09 .0102 

General Statutory Requirements 10A NCAC 09 .0703 

General Provisions Related to Licensure of Homes 10A NCAC 09 .1701 

Caregiving Activities for Preschool-Aged Children 10A NCAC 09 .2806 

HOME INSPECTOR LICENSURE BOARD 

Code of Ethics 11 NCAC 08 .1116 

ENVIRONMENTAL MANAGEMENT COMMISSION 

Applicability 15A NCAC 02D .0902 

Recordkeeping: Reporting: Monitoring 15A NCAC 02D .0903 

Compliance Schedules for Sources In Ozone Nonattainment a... 15A NCAC 02D .0909 

RACT for Sources of Volatile Organic Compounds 15A NCAC 02D .0951 

Offset Lithographic Printing and Letterpress Printing 15A NCAC 02D .0961 

Industrial Cleaning Solvents 15A NCAC 02D .0962 

Activities Exempted from Permit Requirements 15A NCAC 02Q .0102 

MARINE FISHERIES COMMISSION 

Recordkeeping Requirements 15A NCAC 03I .0114 

Albemarle Sound/Chowan River Herring Management Areas 15A NCAC 03J .0209 

Recreational Shrimp Limits 15A NCAC 03L .0105 

General 15A NCAC 03M .0201 

Season, Size and Harvest Limit: Internal Coastal Waters 15A NCAC 03M .0202 

Descriptive Boundaries for Coastal-Joint-Inland Waters 15A NCAC 03Q .0202 

Attended Gill Net Areas 15A NCAC 03R .0112 

Striped Bass Management Areas 15A NCAC 03R .0201 
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COASTAL RESOURCES COMMISSION 

Specific Use Standards for Ocean Hazard Areas 15A NCAC 07H .0308 

Specific Conditions 15A NCAC 07H .1705 

WILDLIFE RESOURCES COMMISSION 

Granville, Vance and Warren Counties 15A NCAC 10F .0311 

Warren County 15A NCAC 10F .0318 

Chowan County 15A NCAC 10F .0325 

Chatham and Wake Counties 15A NCAC 10F .0345 

Camden County 15A NCAC 10F .0352 

PHYSICAL THERAPY EXAMINERS, BOARD OF 

Executive Director 21 NCAC 48A .0104 

Definitions 21 NCAC 48A .0105 

Suspension of Authority to Expend Funds 21 NCAC 48A .0106 

Licenses by Examination 21 NCAC 48B .0103 

Responsibilities 21 NCAC 48C .0102 

Computer Examination 21 NCAC 48D .0112 

Filing Application 21 NCAC 48E .0101 

Examination Scores 21 NCAC 48E .0104 

Verification of Licensure 21 NCAC 48E .0105 

Fees 21 NCAC 48F .0102 

Renewal 21 NCAC 48G .0104 

Definitions 21 NCAC 48G .0105 

Continuing Competence Requirement 21 NCAC 48G .0106 

Approval of Providers and Activities 21 NCAC 48G .0108 

Continuing Competence Activities 21 NCAC 48G .0109 

Evidence of Compliance 21 NCAC 48G .0110 

Exemptions 21 NCAC 48G .0111 

Costs 21 NCAC 48G .0112 

Notification and Hearing 21 NCAC 48G .0404 

Grounds for Reprimand 21 NCAC 48G .0405 

Complaints and Reprimand 21 NCAC 48G .0504 

Prohibited Actions 21 NCAC 48G .0601 

Sanctions; Reapplication 21 NCAC 48G .0602 

Inspection of Rules 21 NCAC 48H .0102 

REAL ESTATE COMMISSION 

Broker-In-Charge 21 NCAC 58A .0110 

Multiple Claims 21 NCAC 58A .1402 

RECREATIONAL THERAPY LICENSURE, BOARD OF 

Continuing Education Requirements for Licensed Recreation... 21 NCAC 65 .0601 

Renewal Requirements for Licensed Recreational Therapist ... 21 NCAC 65 .0602 
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This Section contains the full text of some of the more significant Administrative Law Judge decisions along with an index to 
all recent contested cases decisions which are filed under North Carolina's Administrative Procedure Act.  Copies of the 
decisions listed in the index and not published are available upon request for a minimal charge by contacting the Office of 
Administrative Hearings, (919) 431-3000.  Also, the Contested Case Decisions are available on the Internet at 
http://www.ncoah.com/hearings. 

 
OFFICE OF ADMINISTRATIVE HEARINGS 

 
Chief Administrative Law Judge 

JULIAN MANN, III 
 

Senior Administrative Law Judge 
FRED G. MORRISON JR. 

 
ADMINISTRATIVE LAW JUDGES 

 
 Beecher R. Gray    Randall May 
 Selina Brooks    A. B. Elkins II 
 Melissa Owens Lassiter   Joe Webster 
 Don Overby 

 

 

AGENCY 
CASE 

NUMBER 
DATE 

PUBLISHED 
DECISION 
REGISTER 
CITATION 

ALCOHOLIC BEVERAGE CONTROL COMMISSION    

James Ivery Smith, Ivy Lee Armstrong v. ABC Commission 11 ABC 08266 04/12/12  
Trawick Enterprises LLC v. ABC Commission 11 ABC 08901 05/11/12 27:01 NCR 39 
Dawson Street Mini Mart Lovell Glover v. ABC Commission 11 ABC 12597 05/23/12  
ABC Commission v. Christian Broome Hunt T/A Ricky's Sports Bar and Grill 11 ABC 13161 05/03/12  
Alabarati Brothers, LLC T/A Day N Nite Food Mart, v. ABC Commission 11 ABC 13545 05/01/12  
Playground LLC, T/A Playground v. ABC Commission 11 ABC 14031 05/16/12 27:01 NCR 64 
ABC Commission v. Quick Quality, Inc., T/A Rock Star Grill and Bar 11 ABC 14036 07/05/12  
    
ABC Commission v. D's Drive Thru Inc. T/A D's Drive Thru 12 ABC 00060 05/29/12  
ABC Commission v. Choudhary, LLC T/A Speedway 12 ABC 00721 05/01/12  
ABC Commission v. Dos Perros Restaurant LLC T/A Dos Perros Restaurant 12 ABC 05312 09/25/12  
ABC Commission v. Bobby Warren Joyner T/A Hillsdale Club 12 ABC 06153 11/06/12  
ABC Commission v. Quick Quality, Inc., T/A Rock Star Grill and Bar 12 ABC 07260 12/11/12  
ABC Commission v. Fat Cats Grill and Oyster Bar Inc, T/A Fat Cats Grill and Oyster Bar 12 ABC 08988 12/19/12  
ABC Commission v. Wachdi Khamis Awad T/A Brothers in the Hood 12 ABC 09188 03/06/13  
    

DEPARTMENT OF CRIME CONTROL AND PUBLIC SAFETY    

Brian J. Johnson v. Department of Public Safety Victim Services 12 CPS 01664 12/21/12  
George H. Jaggers, III v. Crime Victims Compensation Commission 12 CPS 01693 11/01/12  
Teresa Herbin v. Department of Public Safety Victim Services 12 CPS 03680 08/10/12  
Jacqueline M Davis victim-Antonio T Davis v. Dept. of Public Safety 12 CPS 05919 11/06/12  
Demario J. Livingston v. Dept. of Public Safety Victim Services 12 CPS 06245 10/19/12  
Shirley Ann Robinson v. N.C. Crime Victims Compensation Commission 12 CPS 07601 12/07/12  
    

DEPARTMENT OF HEALTH AND HUMAN SERVICES    

Stonesthrow Group Home Medicaid Provider #6603018 Owned by Alberta Professional 
 Services Inc v. DHHS, Division of Mental Health/Development Disabilities/ 
 Substance Abuse, and DMA 

09 DHR 05790 01/11/13  

    
Bright Haven Residential and Community Care d/b/a New Directions Group Home v. 
 Division of Medical Assistance, DHHS 

10 DHR 00232 04/27/12  

Warren W Gold, Gold Care Inc. d/b/a Hill Forest Rest Home, v. DHHS/Division of Health 
 Service Regulation, Adult Care Licensure Section 

10 DHR 01666 05/18/12  

Warren W Gold, Gold Care Inc. d/b/a Hill Forest Rest Home v. DHHS, Division of Health 
 Service Regulation, Adult Care Licensure and Certification Section 

10 DHR 05801 05/18/12  
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Gold Care Inc. Licensee Hill Forest Rest Home Warren W. Gold v. DHHS, Adult Care 
 Licensure Section 

10 DHR 05861 05/18/12  

Robert T. Wilson v. DHHS, DHSR 10 DHR 07700 01/29/13  
    
Mary Ann Barnes v. DHHS, Division of Health Service Regulation, Health Care Personnel 
 Registry 

11 DHR 6488 07/16/12  

Comprehensive PT Center v. DHHS, Division of Medical Assistance 11 DHR 9197 08/14/12 27:12 NCR 1204 
Cherry's Group Home, Alphonso Cherry v. DHSR Michelle Elliot 11 DHR 09590 07/12/12  
Leslie Taylor v. DHHS, Division of Health Regulation 11 DHR 10404 10/19/12  
Powell's Medical Facility and Eddie N. Powell, M.D., v. DHHS, Division of Medical 
 Assistance 

11 DHR 01451 03/05/12 27:01 NCR 75 

Julie Sadowski v. DHHS, Division of Health Service Regulation 11 DHR 01955 04/03/12  
Carlos Kendrick Hamilton v. DHHS, Division of Social Services 11 DHR 11161 10/16/12 27:16 NCR 1679 
Teresa Diane Marsh v. DHHS, Division of Health Service Regulation 11 DHR 11456 04/27/12  
Betty Parks v. Division of Child Development, DHHS 11 DHR 11738 06/20/12  
Lorrie Ann Varner v. DHHS, Regulation Health Care Personnel Registry Section 11 DHR 11867 08/02/12  
Brenda Brewer v. DHHS, Division of Child Development 11 DHR 12064 08/03/12 27:12 NCR 1210 
Timothy John Murray v. DHHS, Division of Health Service Regulation 11 DHR 12594 06/15/12  
Holly Springs Hospital II, LLC v. DHHS, Division of Health Service Regulation, CON 
 Section and Rex Hospital, Inc., Harnett Health System, Inc. and WakeMed 

11 DHR 12727 04/12/12 27:04 NCR 486 

Rex Hospital, Inc., v. DHHS, Division of Health Service Regulation, CON Section and 
 WakeMed, Holly Springs Hospital II, LLC, and Harnett Health System, Inc. 

11 DHR 12794 04/12/12 27:04 NCR 486 

Harnett Health System, Inc., v. DHHS, Division of Health Service Regulation, CON Section 
 and Rex Hospital, Inc., Holly Springs Hospital II, LLC, and WakeMed 

11 DHR 12795 04/12/12 27:04 NCR 486 

WakeMed v. DHHS, Division of Health Service Regulation, CON Section and Holly 
 Springs Hospital II, LLC, Rex Hospital, Inc., and Harnett Health System, Inc 

11 DHR 12796 04/12/12 27:04 NCR 486 

Sandra Ellis v. DHHS 11 DHR 12959 07/11/12  
Shirley Dowdy v. DHHS 11 DHR 13267 03/25/13  
Vendell Haughton v. DHHS, Division of Medical Assistance 11 DHR 13616 07/05/12  
Tarsand Denise Morrison v. DHHS, Division of Health Service Regulation 11 DHR 13906 07/11/12  
Care Well of Charlotte Inc, Joy Steele v. DHHS 11 DHR 13909 08/02/12  
Carrie's Loving Hands Inc. #MHL #040-047 Felicia McGee v. DHHS, DHSR, Mental 
 Health Licensure and Certification 

11 DHR 14172 01/22/13  

Carrie's Loving Hands Inc. #MHL #010-047 Felicia McGee v. DHHS, DHSR, Mental 
 Health Licensure and Certification 

11 DHR 14173 01/22/03  

Michael Timothy Smith, Jr. v. DHHS, Division of Health Service Regulation 11 DHR 14184 08/01/12  
John S. Won v. DHHS 11 DHR 14232 09/05/12 27:15 NCR 1547 
Cynthia Tuck Champion v. DHHS, Division of Health Service Regulation 11 DHR 14283 06/15/12  
Leslie Taylor, and Octavia Carlton v. Mecklenburg County Department of Social Services 
 Youth and Family Services Division 

11 DHR 14335 10/12/12  

Lauren Stewart v. DHHS, Division of Health Service Regulation, Health Care Personnel  
 Registry 

11 DHR 14570 06/08/12  

Alice M. Oakley v. Division of Child Development, DHHS 11 DHR 14571 05/15/12 27:04 NCR 508 
McWilliams Center for Counseling Inc., v. DHHS, Division of Mental Health, 
 Developmental Disabilities, Substance Abuse Services, and agency of the State of 
 NC 

11 DHR 15098 11/13/12  

    
Althea L. Flythe v. Durham County Health Department 12 DHR 00242 05/17/12  
Jerri Long v. DHHS, Division of Health Service Regulation, Health Care Personnel Registry 12 DHR 00361 07/06/12  
Renal Advantage, Inc., v. DHHS, Division of Health Service Regulation, CON Section and  
 DVA Healthcare Renal Care, Inc 

12 DHR 00518 08/28/12 27:15 NCR 1553 

Angela Moye v. DHHS, Division of Health Service Regulation, Health Care Personnel 
 Registry 

12 DHR 00642 08/23/12 27:12 NCR 1218 

Jessica Lynn Ward v. DHHS 12 DHR 00643 05/17/12  
Trinity Child Care II & I v. DHHS, Division of Public Health, Child and Adult Care Food 
 Program 

12 DHR 00861 04/20/12 27:04 NCR 518 

Dr. Karen J. Williams, LPC v. DHHS, Division of Medical Assistance 12 DHR 00926 09/18/12  
Faith Home Care of NC, Bonita Wright v. DHHS, DMA 12 DHR 00928 07/25/12  
Olar Underwood v. Division of Child Development and Early Education 12 DHR 00990 10/22/12  
Angela C Jackson v. DHHS 12 DHR 01097 06/19/12  
Paula N Umstead v. DHHS 12 DHR 01098 05/11/12  
Daniel W. Harris, Jr., v. DHHS, Division of Health Service Regulation 12 DHR 01138 10/19/12  
ACI Support Specialists Inc. Case #2009-4249 v. DHHS 12 DHR 01141 06/06/12  
AriLand Healthcare Service, LLC, NCMHL #018-092, Shawn Kuhl Director of Operations 
 v. DHHS, Emery E. Milliken, General Counsel 

12 DHR 01165 05/25/12  
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Kenneth Holman v. DHHS 12 DHR 01244 06/05/12  
Hillcrest Resthome Inc. ($2000 penalty) v. DHHS 12 DHR 01289 05/30/12  
Hillcrest Resthome Inc. ($4000 penalty) v. DHHS 12 DHR 01290 05/30/12  
Vivian Barrear v. DHHS, Division of Medical Assistance DHHS 12 DHR 01296 06/06/12  
Patricia Satterwhite v. DHHS 12 DHR 01338 07/23/12  
Timothy L Durham v. DHHS, Division of Health Services Regulation 12 DHR 01396 09/04/12  
Clydette Dickens v. Nash Co DSS 12 DHR 01625 05/15/12  
American Mobility LLC, Norman Mazer v. DHHS 12 DHR 01733 11/20/12 27:21 NCR 1980 
Robert Lee Raines v. DHHS 12 DHR 01736 05/30/12  
Ms. Antoinette L. Williams v. DHHS 12 DHR 01739 06/15/12  
Felicia McGee Owner of Carrie's Loving Hand Inc. and Caring Arms Inc v. DHHS, DHSR 
 Mental Health Licensure Certification 

12 DHR 01796 01/22/13  

Tricia Watkins v. DHHS, Division of Medical Assistance, Office of Medicaid TLW-
 Auditing Office 

12 DHR 01807 06/01/12  

First Path Home Care Services Gregory Locklear v. DHHS 12 DHR 01878 06/22/12  
Patriotic Health Care Systems, LLC v. DHHS 12 DHR 02105 09/19/12  
John and Christina Shipman v. DHHS 12 DHR 02107 07/24/12  
Team Daniel, LLC v. DHHS, DMA 12 DHR 02162 09/11/13 27:16 NCR 1696 
Leslie Taylor, Octavia Carlton, Paula Carlton 12 DHR 02217 08/31/12  
Madeline Brown v. DHHS, Division of Health Service Regulation 12 DHR 02257 06/01/12  
Evelyn Evans v. DHHS, Division of Health Service Regulation 12 DHR 02258 07/02/12  
Shannon Santimore v. DHHS, Division of Public Health, Epidemiology Section 12 DHR 02348 12/20/12  
Precious Haven Inc. Melissa McAllister v. DHHS, Program Integrity 12 DHR 02430 05/18/12  
Michael and Jamie Hart v. Davidson County, Department of Social Services 12 DHR 02542 07/03/12  
Annamae R. Smith v. DHHS, Division of Medical Assistance 12 DHR 02657 11/05/12  
Our Daily Living, Christopher OnWuka, Director v. DHHS 12 DHR 02777 10/17/12  
Jessica L Thomas v. Randolph County DSS 12 DHR 02955 07/24/12  
Moses E Shoffner v. DHHS, Division of Child Development 12 DHR 03459 08/15/12  
Marco Evans v. DHHS, Division of Health Service Regulation 12 DHR 04110 07/30/12  
James C. Bartley v. DHHS, DMA 12 DHR 04116 07/25/12  
Estate of Mary P Lipe Medicaid ID #901463645S Alvena C Heggins v. DHHS, DMS 
 (DHHS Medicaid) 

12 DHR 04260 01/16/13  

Emelda Bih Che v. Health Care Personnel Registry 12 DHR 04834 01/24/13  
LaBrenda Jane Elliot v. DHHS, Division of Medical Assistance 12 DHR 04993 09/24/12  
Esther H Beal v. Office of Chief Medical Examiner 12 DHR 05094 11/14/12 27:21 NCR 1987 
James Johnson v. DHHS, Division of Health Service Regulation 12 DHR 05148 09/11/12  
Cathy Crosland v. DHHS, Division of Health Service Regulation 12 DHR 05610 08/06/12  
Brenda Triplett Andrews v. DHHS, Division of Health Service Regulation 12 DHR 05745 12/10/12  
Southern Living Home Care Agency Inc., v. DHHS 12 DHR 05864 11/06/12  
Beverly Coleman v. DHHS, Division of Health Service Regulation, Health Care Personnel 
 Registry Section 

12 DHR 05961 09/05/12  

Dwight William Osborne v. Glana M Surles, DHHS (Medicaid) 12 DHR 05693 09/14/12  
Gregory Howard v. Health Care Personnel Registry 12 DHR 06157 09/07/12  
Joshua Goss v. DHHS, Division of Health Service Regulation, Health Care Personnel 
 Registry 

12 DHR 06158 03/04/13  

Harrison E Shell Jr v. Wake County Human Services 12 DHR 06203 08/28/12  
Valtina Bronson v. DHHS, Division of Health Service Regulation 12 DHR 06365 08/29/12  
Danny Skipper AKA Danny Skipper v. DHHS, Division of Health Services Regulation 12 DHR 06403 10/22/12  
Stalin Bailon v. Department of Social Services 12 DHR 06528 10/17/12  
Tonya Diane Warfield v. DHHS, Division of Health Service Regulation, Health Care 
 Personnel Registry Section 

12 DHR 06682 01/07/13  

Our Daily Living, Christopher OnWuka, Director v. DHHS 12 DHR 06683 10/17/12  
Brittney Nicole Brabham v. DHHS, Division Health Service Regulation, Healthcare 
 Personnel Registry 

12 DHR 06786 03/27/13  

Darina Renee Ford v. DHHS 12 DHR 07166 11/19/12  
Marquis Gerade Harrell v. DHHS, Health Care Personnel Registry, Leslie Chabet 12 DHR 07170 10/23/12  
KMG Holdings Inc. – The Lighthouse II of Clayton MHL #051-138 v. DHHS, Division 
 of Health Licensure and Certification 

12 DHR 07292 11/08/12  

Curtain Climbers, Rhonda Corn v. Division of Child Development, DHHS 12 DHR 07295 01/16/13  
Denise Marie Shear v. DHHS, Division of Health Service Regulation 12 DHR 07547 11/07/12  
Terique Epps, Family Legacy Mental Health Services DBA Task Inc v. DHHS and PBH 12 DHR 07616 11/09/12  
Angela Mackey v. DHHS, Division of Health Service Regulation 12 DHR 07619 10/05/12  
Eloise Dowtin v. The Emmanuel Home IV v. Division of Health Service Regulation 12 DHR 07620 11/06/12  
Orlando Stephen Murphy v. DHHS, DHSR, Health Care Personnel 12 DHR 07640 02/05/13  
Yolanda McKinnon v. DHHS 12 DHR 07711 01/11/13  
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Koffi Paul Aboagye v. DHHS, Division of Health Service Regulation 12 DHR 07731 11/20/12  
Mark Thomas v. DHHS, Division of Health Service Regulation 12 DHR 07853 01/04/13  
Annie Garner Ham v. DHHS, Division Health Service Regulation 12 DHR 08103 03/04/13  
Daniel Saft, A+ Residential Care (MHL #092-811) v. DHHS, DHSR, Mental Health 
 Licensure and Certification Section 

12 DHR 08197 01/16/13  

Ronald Dixon v. Division of Child Development, DHHS 12 DHR 08446 11/14/12  
Jah Mary Weese v. DHHS, Division of Health Service Regulation 12 DHR 08672 01/09/13  
Natasha Dionne Howell v. DHHS, Division of Health Service Regulation 12 DHR 08814 03/07/13  
White Oak Homes II Inc,. Lisa Atkinson v. DHHS, Mental Health Licensure and 
 Certification Section, Division of Health Service 

12 DHR 08994 02/08/13  

Carolyn Ragin v. DHHS, Division of Health Services Regulation 12 DHR 09373 12/18/12  
April Hood-Baker v. DHHS, DMA Glana M Surles 12 DHR 09489 01/15/13  
Tyshon & Shannetta Barfield v. DHHS 12 DHR 09692 02/08/13  
Cynthia M Rose v. Division of Child Development, DHHS 12 DHR 09846 01/23/13  
Carolina Solution, Inc v DHHS 12 DHR 10668 02/08/13  
Speech and Therapy Solutions v. DHHS 12 DHR 12402 03/27/13  
Treasure Dominique Corry v. State of NC Nurse Aide Registry 12 DHR 12408 03/15/13  
Bio-Medical Applications of North Carolina, Inc., D/B/A FMC Anderson Creek 12 DHR 1965 12/17/12 27:22 NCR 2103 
    
Linda Johnson v. Caswell Center 13 DHR 01926 03/06/13  
Carolina Family Alliance, c/o Sabrian Mack Exec Director v. DHHS 13 DHR 02679 03/28/13  
Inder P Singh v. DHHS, WIC 13 DHR 05263 03/27/13  
    

DEPARTMENT OF ADMINISTRATION    

Meherrin Indian Tribe v. Commission of Indian Affairs 12 DOA 00986 01/18/13  
    

DEPARTMENT OF CORRECTIONS    

Myron Roderick Nunn v. Jennifer O'Neal, Accountant DOC 12 DOC 01022 07/12/12  
    
Moses Leon Faison v. Department of Correction 13 DOC 10227 04/08/13  
    

DEPARTMENT OF JUSTICE    

Tommy Keith Lymon v. Criminal Justice Education and Training Standards Commission 09 DOJ 03751 07/30/12 27:06 NCR 649 
    
Greary Michael Chlebus v. Criminal Justice Education and Training Standards Commission 11 DOJ 4829 04/27/12  
Dillan Nathanuel Hymes v. Criminal Justice Education and Training Standards Commission 11 DOJ 10315 07/23/12 27:06 NCR 661 
Barbara Renay Whaley v. Criminal Justice Education and Training Standards Commission 11 DOJ 10316 04/25/12  
Robert Kendrick Mewborn v. Criminal Justice Education and Training Standards 
 Commission 

11 DOJ 10318 04/23/12  

Athena Lynn Prevatte v. Sheriffs' Education and Training Standards Commission 11 DOJ 13148 05/25/12 27:04 NCR 529 
Shatel Nate Coates v. Sheriffs' Education and Training Standards 11 DOJ 13151 07/05/12  
James Lee Ray v. Sheriffs' Education Training Standards 11 DOJ 13152 08/27/12  
Ko Yang v. Sheriff's Education and Training Standards Commission 11 DOJ 13153 06/14/12  
Dustin Edward Wright v. Sheriffs' Education and Training Standards Commission 11 DOJ 13154 08/08/12  
Walter Scott Thomas v. Sheriff's Education and Training Standards Commission 11 DOJ 13155 05/10/12  
Darryl Howard v. Criminal Justice Education and Training Standards Commission 11 DOJ 13157 04/12/12  
John Jay O'Neal v. Criminal Justice Education and Training Standards Commission 11 DOJ 13158 07/06/12 27:07 NCR 749 
Charlesene Cotton v. Criminal Justice Education and Training Standards Commission 11 DOJ 13159 06/05/12 27:04 NCR 538 
William James Becker v. Criminal Justice Education and Training Standards Commission 11 DOJ 13160 08/16/12  
Steve Michael Galloway, Jr, Private Protective Services Board 11 DOJ 14434 04/23/12  
Justin Thomas Medlin v. Alarm Systems Licensing Board 11 DOJ 14493 04/23/12  
    
Argentina Rojas v. Department of Justice, Campus Police Officer Commission 12 DOJ 00394 11/02/12  
Bruce Clyde Shoe v. Private Protective Services Board 12 DOJ 00556 09/26/12  
Angela Louise Giles v. Private Protective Services Board 12 DOJ 00557 04/18/12  
Marshall Todd Martin v. Sheriffs' Education 12 DOJ 00650 07/13/12  
Frances Gentry Denton v. Sheriffs' Education and Training Standards Commission 12 DOJ 00651 08/30/12  
James Philip Davenport v. Criminal Justice Education and Training Standards Commission 12 DOJ 00653 11/21/12  
Alvin Louis Daniels v. Criminal Justice Education and Training Standards Commission 12 DOJ 00654 08/17/12  
Michael Wayne McFalling v. Private Protective Services Board 12 DOJ 00814 05/21/12  
Robert John Farmer v. Alarm Systems Licensing Board 12 DOJ 00887 05/04/12  
Ricky Lee Ruhlman v. Private Protective Services Board 12 DOJ 01211 04/18/12  
Leroy Wilson Jr., Private Protective Services Board 12 DOJ 01293 04/18/12  
Clyde Eric Lovette v. Alarm Systems Licensing Board 12 DOJ 01498 05/02/12  
Vincent Tyron Griffin v. Alarm Systems Licensing Board 12 DOJ 01663 09/27/12  
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Andre Carl Banks Jr., v. Alarm Systems Licensing Board 12 DOJ 01695 06/22/12  
Ryan Patrick Brooks v. Private Protective Services Board 12 DOJ 01696 06/05/12  
Dustin Lee Chavis v. Private Protective Services Board 12 DOJ 01697 06/01/12  
Jeffrey Adam Hopson v. Sheriffs' Education and Training Standards Commission 12 DOJ 01761 06/07/12  
John Henry Ceaser v. Sheriffs' Education and Training Standards Commission 12 DOJ 01762 06/18/12  
Jerome Douglas Mayfield v. Private Protective Services Board 12 DOJ 02381 06/15/12  
Elijah K. Vogel v. Private Protective Services Board 12 DOJ 02619 06/05/12  
Timmy Dean Adams v. Department of Justice, Company Police Program 12 DOJ 02778 12/21/12  
Carlito Soler v. Alarm Systems Licensing Board 12 DOJ 03457 09/26/12  
Rodney Lyndolph Bland v. Criminal Justice Education and Training Standards Commission 12 DOJ 03839 01/11/13  
Sherman Montrell Devon McQueen v. Criminal Justice Education and Training and 
 Standards Commission 

12 DOJ 03842 12/21/12  

Matthew Brian Hayes v. Criminal Justice Education and Training Standards Commission 12 DOJ 03843 11/27/12 27:22 NCR 2140 
Antonio Cornelius Hardy v. Criminal Justice Education and Training Standards Commission 12 DOJ 03844 11/19/12 27:21 NCR 1994 
Jonathan Dryden Dunn v. Sheriffs' Education and Training Standards 12 DOJ 03845 03/28/13  
Barry Louis Christopher, Jr v. Private Protective Services Board 12 DOJ 05041 08/27/12 27:15 NCR 1570 
Bettina Hedwig Vredenburg v. Sheriffs' Education and Training Standards Commission 12 DOJ 05140 11/09/12 27:21 NCR 2002 
Raymond Louis Soulet v. Sheriffs' Education and Training Standards Commission 12 DOJ 05142 08/27/12  
Dustin Wilson Grant v. Sheriffs' Education and Training Standards Commission 12 DOJ 05145 10/25/12  
Glenn Alvin Brand v. Sheriffs' Education and Training Standards Commission 12 DOJ 05146 10/08/12  
Shannon Wallace v. DHHS 12 DOJ 05355 02/26/13  
Lawrence W. Sitgraves v. Private Protective Services 12 DOJ 06059 09/13/12  
Collin Michael Berry v. Private Protective Services Board 12 DOJ 06590 10/22/12  
Tiffany Ann Misel v. Private Protective Services Board 12 DOJ 06817 10/17/12  
John Machouis v. Alarm Systems Licensing Board 12 DOJ 07161 12/19/12  
Christopher A. Field v. Private Protective Services Board 12 DOJ 07548 12/19/12  
Porschea Renee Williams v. Private Protective Services Board  12 DOJ 07549 01/09/13  
Ralph R. Hines v. Criminal Justice Education and Training Standards 12 DOJ 07812 11/07/12  
William Franklin Dietz v. Criminal Justice Education and Training Standards 12 DOJ 08010 02/19/13  
Elizabeth Crooks Goode v. Criminal Justice Education and Training Standards Commission 12 DOJ 08014 12/14/12  
Sabrina Richelle Wright v. Sheriffs' Education and Training Standards Commission 12 DOJ 08048 01/16/13  
Phillip Eugene Dendy v. Sheriffs' Education and Training Standards Commission 12 DOJ 08049 01/18/13  
Reginald E. James v. Private Protective Services Board 12 DOJ 08195 12/20/12  
Omega Young v. Private Protective Services Board 12 DOJ 08261 12/17/12  
Joseph T. Ferrara v. Private Protective Services Board 12 DOJ 08309 01/11/13  
Jovan Lamont Sears v. Private Protective Services Board 12 DOJ 08447 12/20/12  
Clinton Weatherbee Jr v. Criminal Justice Education and Training Standards Commission 12 DOJ 10206 03/25/13  
    
Eddie Hugh Hardison v. Private Protective Services Board 13 DOJ 08765 04/02/13  
    

DEPARTMENT OF STATE TREASURER    

Ella Joyner v. Department of State Treasurer Retirement System Division 11 DST 02437 07/12/12 27:07 NCR 758 
William R. Tate v. Department of Treasurer, Retirement System Division 11 DST 04675 09/07/12 27:15 NCR 1574 
Brenda C. Hemphill v. Department of Treasurer, Retirement System Division 11 DST 10252 09/26/12  
Russell E. Greene v. Department of State Treasurer Retirement Systems Division 11 DST 10875 06/14/12 27:04 NCR 543 
James A Layton v. Department of State Treasurer 11 DST 12958 11/30/12  
Marsha W Lilly, Robert L Hinton v. Retirement System 12 DST 01108 05/22/12  
    

STATE BOARD OF EDUCATION    

Louis A. Hrebar v. State Board of Education 11 EDC 01445 07/27/12  
Delene Huggins v. Department of Public Instruction 11 EDC 08899 06/28/12  
Myra F. Moore v. NC Board of Education 11 EDC 11927 05/01/12  
Dwayne White v. Department of Public Instruction, NC State Board of Education 11 EDC 11864 07/18/12 27:07 NCR 769 
Jeffery Sloan v. NCDPI 11 EDC 14077 11/09/12 27:21 NCR 1974 
    
Lia C Long v. DPI 12 EDC 00805 10/18/13 27:16 NCR 1716 
North Carolina Learns Inc. d/b/a North Carolina Virtual Academy 12 EDC 01801 05/18/12  
Katherine Kwesell Harris v. Public Schools, Board of Education 12 EDC 06520 09/05/12  
Wanda McLaughlin v. State Board of Education 12 EDC 12410 03/27/13  
    

DEPARTMENT OF ENVIRONMENT AND NATURAL RESOURCES    

Pamlico-Tar River Foundation, NC Coastal Federation, Environmental Defense Fund, and  
 Sierra Club v. DENR, Division of Water Quality and PCS Phosphate Company, 
 Inc 

09 EHR 1839 04/26/12 27:01 NCR 87 
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ALCHEM Inc., v. NCDENR 10 EHR 00296 02/05/13  
Don Hillebrand v. County of Watauga County Health Dept 10 EHR 00933 05/10/12  
ALCHEM Inc., v. NCDENR 10 EHR 05463 02/05/13  
House of Raeford Farms, Inc., v. DENR 10 EHR 05508 05/31/12 27:01 NCR 99 
    
Lacy H Caple DDS v. Division of Radiation Protection Bennifer Pate 11 EHR 11454 05/09/12  
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