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10A NCAC 15 .0603 is proposed for readoption with substantive changes as follows:

10A NCAC 15 .0603

GENERALREQUIREMENTS FACILITY RESPONSIBILITIES
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(a) The registrant shall not allow the operation of a radiation machine for diagnostic imaging not meeting the

requirements of Rule .0607(b) of this Section.

(b) Mobile or portable radiation machines shall only be used for radiation exposures where transferring the patient to

a stationary radiation machine is impractical for medical reasons. The use of a mobile or portable radiation machine

as the primary method for diagnostic imaging at a permanent location, instead of a stationary radiation machine, is

prohibited.
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(c) If ordered by the agency, radiation machines are subject to impounding by an authorized representative of the

agency in accordance with Rule .0107 of this Chapter.

(d) The registrant or their designee shall:

(1) be responsible for directing the operation of the radiation machine(s) registered with the agency;

(2) ensure the provisions of this Section are met during the operation of the radiation machine(s) under

their control;

(3) establish radiation protection procedures and make them readily available to individuals who

operate the radiation machine(s);

(4) ensure QC is performed if required by the manufacturer or registered service provider, in accordance

with the instructions provided; and

(5) establish procedures or provide equipment to operators to control the radiation area during

radiographic exposures.

(e) Extraoral cephalometric, cone beam computed tomography (CBCT), and panoramic radiation machines designed

for use in dental radiography or for facial diagnostic imaging and chiropractic or podiatry radiation machines shall

meet shielding design requirements in Rule .0204(b) of this Chapter, shielding barrier requirements in Rule .0606(a)

of this Section, and radiation machine requirements in Rule .0607 of this Section; and

(f) Dental intraoral handheld radiation machine additional requirements for maintenance and evaluation:
Q) Maintenance shall be performed by a registered service provider following the manufacturer’s
specifications.

(2) The machine shall be evaluated by a registered service provider, in accordance with Section .0200 of

this Chapter, after the unit is dropped, visibly damaged, or as requested by the agency. Machines with
signs of visible damage, or as requested by the agency, shall not be used until being evaluated by a

registered service provider.

(2) Cone Beam Computed Tomography (CBCT) radiation machine additional requirements for system performance

evaluations:

@8] Maintain documentation of the established standards, tolerances, and testing results.

(2) Implement actions when the QC results are outside of the limits specified in the QC
recommendations.

3) The CBCT radiation machine shall be evaluated by a registered service provider, in accordance with
Section .0200 of this Chapter, within 30 days of:
(A) initial installation; and
(B) when there is any change or replacement of components which, in the opinion of the

registered service provider, could cause a change in the radiation output or image quality.

4) The following information shall be readily available to CBCT operators:
(A) instructions on performing routine QC, including the use of the CBCT phantom:;
(B) schedule of routine QC appropriate for the system and allowable variations set by the

registered service provider, if required, for the indicated parameters; and

4 0f7



8/11/2025

(© results of at least the most recent routine QC completed on the system.

(h) Dental Cone Beam Computed Tomography (CBCT) radiation machines shall not be used:

(A) as the primary or initial imaging modality when a lower dose alternative is adequate for

clinical purposes;

(B) for the sole purpose of producing simulated bitewing, panoramic, or cephalometric images;

or

©) for routine or serial orthodontic imaging.
(i) The uses of Cone Beam CT, Veterinary CT, CT simulation, and attenuation correction shall be exempt from
Paragraphs (j) and (k) of this Rule.

() Computed Tomography (CT) radiation machine shall meet the following additional requirements for system

performance evaluations.

(1) Performance evaluations of the CT X-ray system shall be performed by, or under the general

supervision of, a CT QE who assumes responsibility for the evaluation.

(2) The performance evaluation of a CT X-ray system shall be performed within 30 days of installation

and at least every 14 months.

(3) Performance evaluation standards and tolerances shall meet the manufacturer's specifications or

standards and tolerances for the CT X-ray system from the American College of Radiology (ACR)

incorporated herein by reference, including subsequent amendments and editions. These standards

and tolerances may be found at no charge on the ACR website at https://www.acr.org.

(4) The performance evaluation shall include the following, as applicable to the design of the scanner:
(A) geometric factors and alignment, including alignment light accuracy and table increment
accuracy;
(B) image localization from a scanned projection radiograph (localization image);

(© radiation beam width;

D image quality, including high-contrast (spatial) resolution, low-contrast resolution, image

uniformity, noise, and artifact evaluation;

(E) CT number accuracy;

(F) image quality for acquisition workstation display devices; and

(G) a review of the results of the routine QC, as set forth in Paragraph (j) of this Rule.

(5) The performance evaluation shall also include the evaluation of radiation output and patient dose

indices for the following clinical protocols, if performed:

(A) pediatric head;

(B) pediatric abdomen;
(®) adult head; and
(D) adult abdomen.
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(6) Evaluation of radiation output shall be performed with a calibrated dosimetry system. The dosimetry

system shall have been calibrated within the preceding two years by persons registered, in

accordance with Section .0200 of this Chapter, to provide such services.

(7) The performance evaluation shall be documented and maintained for inspection by the Agency. The

documentation shall include the name of the CT QE performing or supervising and any other

individuals participating in the evaluation under the general supervision of the CT QE. The

documentation shall be retained for 14 months.

(k) Computed Tomography (CT) radiation machines shall meet the following additional requirements for routine

quality control (QC)

1 A routine QC program for the CT radiation imaging system shall be developed by or have written

approval by a CT QE and include:

(A) instructions for the routine QC;

(B) intervals for QC testing;

(®) acceptable tolerances for the QC tests;

(D) use of a water equivalent phantom to evaluate each day of clinical use: noise, CT number

accuracy, and artifacts; and

E routine QC tests that may be performed in place of system performance evaluations after

equipment repairs or maintenance. This shall include the process for obtaining approval
from the CT QE prior to conducting testing.

(2) The duties in the routine QC program, as described in Parts (1)(1)(A) through (E) of this Paragraph,

shall be conducted by individuals who meet the requirements of Rule .0604(j) of this Section, or

individuals approved by the CT QE.

3 The routine QC shall be documented and maintained for inspection by the Agency. The records

shall be retained for 14 months.

(1) Records shall be maintained by the registrant as follows:

(1) For each radiation machine under the registrant's custody and control:

(A) the state notice of registration and other correspondence with the agency regarding the

radiation machine;

(B) the shielding design and the corresponding letter of acknowledgment granted by the
agency;

© the report of installation, receipt of sale, disposal notification, or transfer of ownership;

(D) an area radiation survey; and

(E) maintenance or modifications that affect the primary beam and documentation of service(s)

performed, along with the names of those who performed the service.

2 For each individual operating a radiation machine, the operator license, certification, or trainin

documentation.

(m) Records shall be available for agency review during inspection.
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History Note:

Authority G.S. 104E-7; 104E-12(a),

Eff. February 1, 1980;

Amended Eff. January 1, 1994; October 1, 1980;

Transferred and Recodified from 154 NCAC 11 .0603 Eff- February 1, 20452015,
Readopted Eff: May 1, 2026.

7 of 7

8/11/2025



	10A NCAC 15 .0603 GENERAL REQUIREMENTS Facility responsibilities
	(a)  Administrative controls
	(b)  Plans Review.  Prior to construction or structural modification, the floor plans and equipment arrangement of all installations utilizing X-rays for diagnostic or therapeutic purposes shall be reviewed by a qualified expert.  The registrant shall...
	(c)  Radiation Survey
	(a)  The registrant shall not allow the operation of a radiation machine for diagnostic imaging not meeting the requirements of Rule .0607(b) of this Section.
	(b)  Mobile or portable radiation machines shall only be used for radiation exposures where transferring the patient to a stationary radiation machine is impractical for medical reasons. The use of a mobile or portable radiation machine as the primary...
	(c)  If ordered by the agency, radiation machines are subject to impounding by an authorized representative of the agency in accordance with Rule .0107 of this Chapter.
	(d)  The registrant or their designee shall:
	(e)  Extraoral cephalometric, cone beam computed tomography (CBCT), and panoramic radiation machines designed for use in dental radiography or for facial diagnostic imaging and chiropractic or podiatry radiation machines shall meet shielding design re...
	(f)  Dental intraoral handheld radiation machine additional requirements for maintenance and evaluation:
	(g)  Cone Beam Computed Tomography (CBCT) radiation machine additional requirements for system performance evaluations:
	(i)  The uses of Cone Beam CT, Veterinary CT, CT simulation, and attenuation correction shall be exempt from Paragraphs (j) and (k) of this Rule.
	(j)  Computed Tomography (CT) radiation machine shall meet the following additional requirements for system performance evaluations.
	(k)  Computed Tomography (CT) radiation machines shall meet the following additional requirements for routine quality control (QC)
	(l)  Records shall be maintained by the registrant as follows:
	(m)  Records shall be available for agency review during inspection.


