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10A NCAC 15 .0104 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0104 DPEFINIFIONS INCORPORATION BY REFERENCE
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(a) For the purpose of the rules in this Chapter, the following rules, standards, and other requirements are hereby

incorporated by reference including any subsequent amendments and editions:

48]

The following parts of 21 CFR Subchapter J:

2

(A) Part 1000, “General;”

(B) Subpart A 1000.1, “General Provisions - General;”

© Subpart A 1000.3(a) through (j).(k).(1). and (n) through (t), “Definitions;”

(D) Subpart A 1000.15, “Examples of electronic products subject to the Radiation Control for
Health and Safety Act of 1968:”

(E) Part 1002, “Records and Reports;”

(F) Subpart A 1002.1(a) and (c)(4), “Applicability;”

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

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

(@) Subpart A 1003.2, “Defect in an electronic product;”
(K) Subpart C 1003.21, “Notification by the manufacturer to affected persons;”
(L) Part 1010, “Performance Standards for Electronic Products - General;”

(M) Subpart A 1010.1, “Scope;”

N) Subpart A 1010.2(a).(b), and (d), “Certification;”
(O) Subpart A 1010.3, “Identification;”

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

Q) Part 1020, “Performance Standards for Ionizing Radiation Emitting Products;”
(R) Section 1020.20, “Cold-cathode gas discharge tubes;”

(S) Section 1020.30, “Diagnostic x-ray systems and their main components;”

(T) Section 1020.31, “Radiographic equipment;”

) Section 1020.32, “Fluoroscopic equipment;” and

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

"Agreement Between the United States Atomic Energy Commission and the State of North Carolina
for Discontinuance of Certain Commission Regulatory Authority and Responsibility within the
State Pursuant to Section 274 of the Atomic Energy Act of 1954, as Amended," signed July 21,
1964.

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

free of charge at:

48]

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-J for Subparagraph (a)(1)(A) through

2

(a)(1)(V) of this Rule, and

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

State of North Carolina.
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History Note:
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Authority G.S. 104E-7(a)(2); +0—CER201003:104E-15(a); 104E-25(b); 150B-19(5)(b); 150B-
21.6;

Eff. February 1, 1980;

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

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

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

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

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

Transferred and Recodified from 154 NCAC 11 .0104 Eff. February 1, 2045 2015;

Readopted Eff: May 1, 2025.

20 of 20



	10A NCAC 15 .0104 DEFINITIONS incorporation by reference
	As used in these Rules, the following definitions apply.
	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
	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 Ch...
	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 ti...
	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
	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.
	175 (gram contained U-235)   +   50 (grams U-233)   +   50 (grams Pu)   is   < or =   1
	350   200   200
	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.
	(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:
	(b)  The rules, standards and other requirements incorporated by reference in Paragraph (a) of this Rule are available free of charge at:


