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7/15/2021

10A NCAC 14C .1601 is readopted as published in 36:02 NCR 94-108 as follows:

SECTION .1600 — CRITERIA AND STANDARDS FOR CARDIAC CATHETERIZATION EQUIPMENT
AND-CARDPIACANGIOPEASTY EQUIPMENT

10A NCAC 14C .1601 DEFINITIONS
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The following definitions shall apply to all rules in this Section:
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7/15/2021

(1) “Angiography procedures” means procedures performed using cardiac catheterization equipment

that are not cardiac catheterization services.

(2) “Approved cardiac catheterization equipment” means cardiac catheterization equipment that was

issued a certificate of need but is not being used to provide cardiac catheterization services as of the

application deadline for the review period.

(3) “Cardiac catheterization equipment” shall have the same meaning as defined in G.S. 131E-176(2f1).
4) “Cardiac catheterization services” shall have the same meaning as defined in G.S. 131E-176(2g).

iagnostic-equivalent cardiac catheterization procedures” shall have the same meaning as define
5 “D t lent card thet t dures” shall have th defined

in the annual State Medical Facilities Plan in effect as of the first day of the review period.

(6) “Existing cardiac catheterization equipment” means cardiac catheterization equipment that is being

used to offer cardiac catheterization services as of the application deadline for the review period.

(7) “Fixed cardiac catheterization equipment” means cardiac catheterization equipment that is not

mobile or shared fixed cardiac catheterization equipment.

8 “Fixed cardiac catheterization equipment service area’” shall have the same meaning as defined in

the annual State Medical Facilities Plan in effect as of the first day of the review period.

(9) “Host site” means the location where the mobile cardiac catheterization equipment provides cardiac

catheterization services.

(10) “Mobile cardiac catherization equipment” means cardiac catheterization equipment that is moved

weekly to provide cardiac catheterization services at two or more host sites.

11 “Mobile cardiac catheterization equipment service area” shall have the same meaning as defined in

the annual State Medical Facilities Plan in effect as of the first day of the review period.

(12) “Proposed cardiac catheterization equipment” means the cardiac catheterization equipment

proposed in the certificate of need application.

(13) “Shared fixed cardiac catheterization equipment” means fixed cardiac catheterization equipment

that is used to perform cardiac catheterization procedures and angiography procedures.

History Note:  Authority G.S. 131E-177(1); 131E-183; 131E-183(b);

Eff. January 1, 1987,

Temporary Amendment Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner;,

Amended Eff. November 1, 1996, February 1, 1994;

Temporary Amendment Eff. January 1, 1999;

Temporary Eff. January 1, 1999 Expired on October 12, 1999;

Temporary Amendment Eff. January 1, 2000;

Temporary Amendment effective January 1, 2000 amends and replaces a permanent rulemaking
originally proposed to be effective August 1, 2000;

Temporary Amendment Eff. January 1, 2001;
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Temporary Amendment effective January 1, 2001 amends and replaces a permanent rulemaking
originally proposed to be effective April 1, 2001;

Amended Eff. August 1, 2002;

Temporary Amendment Eff. February 1, 20006,

Amended Eff. November 1, 2606- 2006,

Readopted Eff- January 1, 2022.
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10A NCAC 14C .1603 is readopted as published in 36:02 NCR 94-108 as follows:

10A NCAC 14C .1603 PERFORMANCE STANDARDS

1 of4
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(O8]
(e

(a) An applicant proposing to acquire fixed cardiac catheterization equipment pursuant to a need determination in the

31 annual State Medical Facilities Plan in effect as of the first day of the review period shall:

32 (1) identify the existing fixed cardiac catheterization equipment owned or operated by the applicant or

33 a related entity and located in the proposed fixed cardiac catheterization equipment service area;

34 (2) identify the approved fixed cardiac catheterization equipment owned or operated by the applicant

35 or a related entity and located in the proposed fixed cardiac catheterization equipment service area;
6
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provide projected utilization of the cardiac catheterization equipment identified in Subparagraphs

4

(a)(1) and (a)(2) of this Paragraph and the proposed fixed cardiac catheterization equipment during

each of the first three full fiscal years of operation following completion of the project;

provide the assumptions and methodology used to project the utilization required by Subparagraph

)]

(a)(3) of this Paragraph; and

project that the cardiac catheterization equipment identified in Subparagraphs (a)(1) and (a)(2) of

this Paragraph and the proposed fixed cardiac catheterization equipment shall perform 900 or more

diagnostic-equivalent cardiac catheterization procedures per unit of cardiac catheterization

equipment during the third full fiscal year of operation following completion of the project.

(b) An applicant proposing to acquire shared fixed cardiac catheterization equipment pursuant to a need determination

in the annual State Medical Facilities Plan in effect as of the first day of the review period shall:

48]

provide projected utilization of the proposed shared fixed cardiac catheterization equipment during

2

each of the first three full fiscal years of operation following completion of the project;

provide the assumptions and methodology used to project the utilization required by Subparagraph

(b)(1) of this Paragraph; and

roject that the proposed shared fixed cardiac catheterization equipment shall perform 225 or more

diagnostic-equivalent cardiac catheterization and angiography procedures during the third full fiscal

year of operation following completion of the project.

(c) An applicant proposing to acquire mobile cardiac catheterization equipment pursuant to a need determination in

the State Medical Facilities Plan in effect as of the first day of the review period shall:

48]

identify the existing mobile cardiac catheterization equipment owned or operated by the applicant

(2)

or a related entity that provides cardiac catheterization services at host sites located in the proposed

mobile cardiac catheterization equipment service area;

identify the approved mobile cardiac catheterization equipment owned or operated by the applicant

3

or a related entity that will provide cardiac catheterization services at host sites located in the

proposed mobile cardiac catheterization equipment service area;

provide projected utilization of the cardiac catheterization equipment identified in Subparagraphs

4

(c)(1) and (c)(2) of this Paragraph and the proposed mobile cardiac catheterization equipment during

each of the first three full fiscal years of operation following completion of the project;

provide the assumptions and methodology used to project the utilization required by Subparagraph

)

(c)(3) of this Paragraph; and

project that the cardiac catheterization equipment identified in Subparagraphs (¢)(1) and (c)(2) of

History Note:

this Paragraph and the proposed mobile cardiac catheterization equipment shall perform 225 or more

diagnostic-equivalent cardiac catheterization procedures per unit of cardiac catheterization

equipment during the third full fiscal year of operation following completion of the project.

Authority G.S. 131E-177(1); 131E-183(b);
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Eff. January 1, 1987,

Temporary Amendment Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner,

Amended Eff. November 1, 1996, February 1, 1994,

Temporary Amendment Eff. January 1, 1999;

Temporary Eff. January 1, 1999 Expired on October 12, 1999,

Temporary Amendment Eff. January 1, 2000;

Temporary Amendment effective January 1, 2000 amends and replaces a permanent rulemaking
originally proposed to be effective August 2000,

Temporary Amendment Eff. January 1, 2001;

Temporary Amendment effective January 1, 2001 amends and replaces a permanent rulemaking
originally proposed to be effective April 1, 2001;

Temporary Amendment Eff. January 1, 2002;

Amended Eff. August 1, 2002;

Temporary Amendment effective January 1, 2002 amends and replaces the permanent rule effective
August 1, 2002;

Amended Eff. April 1, 2003;

Temporary Amendment Eff. February 1, 2006;

Amended Eff. November 1, 2606- 2006,

Readopted Eff- January 1, 2022.
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7/15/2021

10A NCAC 14C .1701 is readopted as published in 36:02 NCR 94-108 as follows:

SECTION .1700 - CRITERIA AND STANDARDS FOR OPEN-HEART SURGERY SERVICES AND

HEART-LUNG BYPASS MACHINES

10A NCAC 14C .1701 DEFINITIONS

The following definitions shall apply to all rules in this Section:

(1) “Approved heart-lung bypass machine” means a heart-lung bypass machine that was issued a

certificate of need but is not being used as of the application deadline for the review period.

(2) “Existing heart-lung bypass machine” means a heart-lung bypass machine that is being used as of

the application deadline for the review period.

3) “Health service facility” shall have the same meaning as defined in G.S. 131E-176(9b).

4 “Heart-lung bypass machine” shall have the same meaning as defined in G.S. 131E-176(10a).

(5) “Open-heart surgical procedure” means one visit by a patient to an operating room for open heart

surgery services.

6 “Open-heart surgery services” shall have the same meaning as defined in G.S. 131E-176(18b).

(7) “Proposed heart-lung bypass machine” means the heart-lung bypass machine proposed in the

application under review.
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History Note:

10

7/15/2021

Authority G.S. 131E-177(1); 134E483: 131E-183(b);

Eff. January 1, 1987,

Amended Eff. November 1, 1989;

Temporary Amendment Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner,

Amended Eff. November 1, 1996; January 4, 1994,

Temporary Amendment Eff. January 1, 1999;

Temporary Eff. January 1, 1999 Expired on October 12, 1999;

Temporary Amendment Eff. January 1, 2000 and shall expire on the date on which the permanent
amendment to this Rule, approved by the Rules Review Commission on November 17, 1999, becomes
effective;

Amended Eff. July 1, 2000,

Temporary Amendment Eff. March 1, 2010;

Amended Eff. January 1, 2013; November 1, 2646-2010;

Readopted Eff- January 1, 2022.
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10A NCAC 14C .1901 is readopted as published in 36:02 NCR 94-108 as follows:

SECTION .1900 — CRITERIA AND STANDARDS FOR RADIAHON-FTHERAPY EQUIPMENT LINEAR
ACCELERATORS

10A NCAC 14C .1901 DEFINITIONS
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The following definitions shall apply to all rules in this Section:
(1) “Approved LINAC” means a linear accelerator (LINAC) that was issued a certificate of need but is

not being used to provide services as of the application deadline for the review period.

2 “Equivalent Simple Treatment Visit (ESTV)” shall have the same meaning as defined in the annual

State Medical Facilities Plan in effect as of the first day of the review period.

(3) “Existing LINAC” means a LINAC that is being used to provide services as of the application

deadline for the review period.

4) “LINAC service area” shall have the same meaning as defined in the annual State Medical Facilities

Plan in effect as of the first day of the review period.

(5) “Linear accelerator (LINAC)” shall have the same meaning as defined in G.S. 131E-176(14g).

(6) “Proposed LINAC” means the LINAC proposed in the application under review.

History Note:  Authority G.S. 131E-177(1); 131E-183(b);
Temporary Adoption Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner;,
Eff. January 4, 1994,
Amended Eff. November 1, 1996,
Temporary Amendment January 1, 1999;
Temporary Amendment Eff. January 1, 1999 expired October 12, 1999,
Temporary Amendment Eff. January 1, 2000;
Temporary Amendment effective January 1, 2000 amends and replaces a permanent rulemaking

originally proposed to be effective August 2000,

12 2 0f3



o I e Y e L I )

Amended Eff. April 1, 2001;

Temporary Amendment Eff. January 1, 2002;
Amended Eff. April 1, 2003;

Temporary Amendment Eff. January 1, 2005;
Amended Eff. November 1, 2005,

Temporary Amendment Eff. February 1, 2006;

Amended Eff. November 1, 2606- 2006,
Readopted Eff- January 1, 2022.
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REQUEST FOR TECHNICAL CHANGE

AGENCY: Department of Health and Human Services/ DHSR
RULE CITATION: 10A NCAC 14C .1903
DEADLINE FOR RECEIPT: Friday, December 3, 2021

PLEASE NOTE: This request may extend to several pages. Please be sure you have reached the
end of the document.

The Rules Review Commission staff has completed its review of this Rule prior to the
Commission's next meeting. The Commission has not yet reviewed this Rule and therefore there
has not been a determination as to whether the Rule will be approved. You may call our office to
inquire concerning the staff recommendation.

In reviewing this Rule, the staff recommends the following technical changes be made:
Please provide some language to link (A) through (B) to Item (5).

Please retype the rule accordingly and resubmit it to our office at 1711 New Hope Church Road,
Raleigh, North Carolina 27609.

Amber May
Commission Counsel
Date submitted to agency: November 17, 2021
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10A NCAC 14C .1903 is readopted as published in 36:02 NCR 94-108 as follows:

10A NCAC 14C .1903 PERFORMANCE STANDARDS

An applicant proposing to acquire a LINAC pursuant to a need determination in the annual State Medical Facilities

Plan in effect as of the first day of the review period shall:

48]

identify the existing LINACs owned or operated by the applicant or a related entity and located in

2

the proposed LINAC service area;

identify the approved LINACs owned or operated by the applicant or a related entity and located in

3)

the proposed LINAC service area;

provide projected utilization of the LINACs identified in Items (1) and (2) of this Rule and the

4

proposed LINAC during each of the first three full fiscal years of operation following completion

of the project;

provide the assumptions and methodology used for the projected utilization required by Item (3) of

R))]

this Rule;
project that the LINACs identified in Items (1) and (2) of this Rule and the proposed LINAC shall

perform during the third full fiscal year of operation following completion of the project:

(A) 6.750 or more ESTVs per LINAC; or

1 of2 15
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History Note:

16

7/15/2021

(B) serve 250 or more patients per LINAC.

Authority G.S. 131E-177(1); 131E-183(b);

Temporary Adoption Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner,

Eff- January 4, 1994,

Amended Eff. November 1, 1996

Temporary Amendment Eff. January 1, 1999;

Temporary Amendment effective January 1, 1999 expired October 12, 1999;

Temporary Amended Eff. January 1, 2000;

Temporary Amendment Eff. February 1, 20006;

Amended Eff. November 1, 2006.

Temporary Amendment effective January 1, 2000 amends and replaces a permanent rulemaking
originally proposed to be effective August 2000,

Amended Eff. April 1, 2001,

Temporary Amendment Eff. March 15, 2002; January 1, 2002; Amended Eff. April 1, 2003;
Temporary Amendment Eff. February 1, 2008;

Amended Eff. November 1, 2008;

Temporary Amendment Eff. February 1, 2009;

Amended Eff. November 1, 2609- 2009;

Readopted Eff- January 1, 2022.
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10A NCAC 14C .2301 is repealed through readoption as published in 36:02 NCR 94-108 as follows:

SECTION .2300 — CRITERIA AND STANDARDS FOR COMPUTED TOMOGRAPHY EQUIPMENT

10A NCAC 14C .2301 DEFINITIONS

History Note:  Authority G.S. 131E-177(1); 131E-183(b);
Temporary Adoption Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner;
Eff. February 1, 1994;
Amended Eff. February 1, 26008- 2008;
Repealed Eff. January 1, 2022.

1 of 1 17
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10A NCAC 14C .2303 is repealed through readoption as published in 36:02 NCR 94-108 as follows:

10A NCAC 14C .2303 PERFORMANCE STANDARDS

History Note:  Authority G.S. 131E-177(1); 131E-183(b);
Temporary Adoption Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner;
Eff. February 1, 1994;
Amended Eff. February 1, 2008-2008;
Repealed Eff. January 1, 2022.

18 1 of1
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7/15/2021

10A NCAC 14C .2401 is readopted as published in 36:02 NCR 94-108 as follows:

SECTION .2400 — CRITERIA AND STANDARDS FOR INTERMEDIATE CARE FACILITIES FOR
INDIVIDUALS WITH INTELLECTUAL DISABILITIES

10A NCAC 14C .2401 DEFINITIONS

1 of2 19
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The following definitions shall apply to all rules in this Section:

a
@)

History Note:

20

"Catchment area" means as defined in G.S. 122C-3(4).

"Intermediate care facility for individuals with intellectual disabilities” means as defined in G.S.

131E-176(14a).

Authority G.S. $3HEAFH A5 131E-177(1); 131E-177(5); 131E-183;
Eff. December 1, 1981;

Amended Eff: November 1, 1996, September 1, 1989- 1989,

Readopted Eff- January 1, 2022.
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10A NCAC 14C .2403 is readopted as published in 36:02 NCR 94-108 as follows:

10A NCAC 14C .2403 PERFORMANCE STANDARDS
(a) An applicant proposing to add ¥cEMR intermediate care facility for individuals with intellectual disabilities

(ICF/IID) beds to an existing facility shall not be approved unless the average occupancy, over the six months
immediately preceding the submittal of the application, of the total number of FEEAMR ICF/IID beds within the facility
in which the new beds are to be operated was at least 90 percent.

(b) An applicant proposing to establish new ICEMR ICF/IID beds shall not be approved unless occupancy is
projected to be at least 90 percent for the total number of }EEAMR ICF/IID beds proposed to be operated in the entire
facility, no later than one year following the completion of the proposed project.

(c) An applicant proposing to establish new }cEAMR ICF/IID beds shall comply with one of the following models:

(D a residential community based freestanding facility with six beds or less, i.e., group home model; or
2) a community-based facility with 7 to 15 beds if documentation is provided that a facility of this size

is necessary because adequate residential community based freestanding facilities are not available

in the Area Authority catchment area to meet the needs of the population to be served:-or served.

(d) No more than three intermediate-carefaeilitiesfor-the-mentally retarded ICF/IID facilities housing a combined
total of 18 persons shall be developed on contiguous pieces of preperty—with-the-exeeption-that-this-standard-shall be

Mediecal Eaeilities Plan: property.

History Note:  Authority G.S. 13HEA7H~5) 131E-177(1); 131E-177(5); 131E-183;
Eff. November 1, 1996,
Temporary Amendment Eff. January 1, 2003;
Amended Eff. August 1, 2004- 2004,
Readopted Eff. January 1, 2022.
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10A NCAC 14C .2501 is repealed through readoption as published in 36:02 NCR 94-108 as follows:

SECTION .2500 — CRITERIA AND STANDARDS FOR SUBSTANCE USE DISORDER (CHEMICAL
DEPENDENCY TREATMENT) BEDS

10A NCAC 14C .2501 DEFINITIONS

History Note:  Authority G.S. 131E-177(1); 131E-183;
Eff. March 1, 1983,
Amended Eff. November 1, 1996; October 1, 1984.
Temporary Amendment Eff. January 1, 2001;
Amended Eff. August 1, 2002~ 2002;
Repealed Eff. January 1, 2022.

22 1 of1
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10A NCAC 14C .2503 is repealed through readoption as published in 36:02 NCR 94-108 as follows:

10A NCAC 14C .2503 PERFORMANCE STANDARDS

History Note:

Authority G.S. 131E-177(1); 131E-183(b);
Eff. November 1, 1996;

Temporary Amendment Eff. January 1, 2002;
Amended Eff. April 1, 2003,

Temporary Amendment Eff. February 1, 2006,

Amended Eff. January 1, 2607 2007;
Repealed Eff. January 1, 2022.

1 of1
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10A NCAC 14C .2601 is repealed through readoption as published in 36:02 NCR 94-108 as follows:
SECTION .2600 — CRITERIA AND STANDARDS FOR PSYCHIATRIC BEDS
10A NCAC 14C .2601 DEFINITIONS
History Note:  Authority G.S. 131E-177(1); 131E-183(b);
Eff. May 1, 1983;

Amended Eff. August 1, 2009; November 1, +989- 1989;
Repealed Eff. January 1, 2022.

24 1 of1
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10A NCAC 14C .2603 is repealed through readoption as published in 36:02 NCR 94-108 as follows:
10A NCAC 14C .2603 PERFORMANCE STANDARDS
History Note:  Authority G.S. 131E-177(1); 131E-183;

Eff. November 1, $996- 1996,
Repealed Eff. January 1, 2022.

1 of1
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7/15/2021

10A NCAC 14C .2701 is readopted as published in 36:02 NCR 94-108 as follows:

SECTION .2700 - CRITERIA AND STANDARDS FOR MAGNETIC RESONANCE IMAGING SCANNER

10A NCAC 14C .2701 DEFINITIONS

26 1 of 4



O 0 9 N Bk WD

W W W W W W W W N N N NN N N NN NN = e e e e e e
~N O BN, O 00N R WD, OO0 N R W N = O

7/15/2021

The following definitions shall apply to all rules in this Section:
Q) “Adjusted MRI procedure” shall have the same meaning as defined in the annual State Medical

Facilities Plan in effect as of the first day of the review period.

2 “Approved MRI scanner” means a magnetic resonance imaging (MRI) scanner that was issued a

certificate of need but is not being used to provide services as of the application deadline for the

review period.

2 of 4 27
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(3) “Existing MRI scanner” means an MRI scanner that is being used to provide services as of the

application deadline for the review period.

(4) “Fixed MRI scanner” means an MRI scanner that is not a mobile MRI scanner.

5 “Fixed MRI scanner service area” shall have the same meaning as defined in the annual State

Medical Facilities Plan in effect as of the first day of the review period.

(6) “Host site” means the location where the mobile MRI scanner provides services.
7 “Magnetic resonance imaging (MRI) scanner” shall have the same meaning as defined in G.S. 131E-
176(14m).
() “Mobile MRI scanner’” means an MRI scanner that is moved weekly to provide services at two or

more host sites.
9 “Mobile MRI scanner service area” shall have the same meaning as defined in the annual State

Medical Facilities Plan in effect as of the first day of the review period.

(10) “Proposed MRI scanner” means the MRI scanner proposed in the application under review.

History Note:  Authority G.S. 131E-177(1); 131E-183(b);

28

Temporary Adoption Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner,

Eff. February 1, 1994

Temporary Amendment Eff. January 1, 1999;

Temporary Amendment Eff. January 1, 1999 Expired on October 12, 1999,

Temporary Amendment Eff. January 1, 2000;

Temporary Amendment effective January 1, 2000 amends and replaces a permanent rulemaking
originally proposed to be effective August 2000,

Temporary Amendment Eff. January 1, 2001;

Temporary Amendment effective January 1, 2001 amends and replaces a permanent rulemaking
originally proposed to be effective April 1, 2001;

Temporary Amendment Eff. January 1, 2002;

Amended Eff. August 1, 2002;

Temporary Amendment effective January 1, 2002 amends and replaces the permanent rule effective
August 1, 2002,

Temporary Amendment Eff. January 1, 2003;

Amended Eff. August 1, 2004, April 1, 2003,

Temporary Amendment Eff. January 1, 2005;

Amended Eff. November 1, 2005,

Temporary Amendment Eff. February 1, 2006;

Amended Eff. November 1, 2006,

Temporary Amendment Eff. February 1, 2008;

3 of4
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Amended Eff. November 1, 2008;

Temporary Amendment Eff. February 1, 2009;

Amended Eff. November 1, 2009,

Temporary Amendment Eff. February 1, 2010;

Amended Eff. November 1, 2646- 2010;
Readopted Eff. January 1, 2022.
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REQUEST FOR TECHNICAL CHANGE

AGENCY: Department of Health and Human Services/ DHSR
RULE CITATION: 10A NCAC 14C .2703
DEADLINE FOR RECEIPT: Friday, December 3, 2021

PLEASE NOTE: This request may extend to several pages. Please be sure you have reached the
end of the document.

The Rules Review Commission staff has completed its review of this Rule prior to the
Commission's next meeting. The Commission has not yet reviewed this Rule and therefore there
has not been a determination as to whether the Rule will be approved. You may call our office to
inquire concerning the staff recommendation.

In reviewing this Rule, the staff recommends the following technical changes be made:

Please provide some language to link (A) through (E) to (a)(7). Perhaps end (a)(7) with
something like “as follows:”? Please do the same for (b)(9).

Please retype the rule accordingly and resubmit it to our office at 1711 New Hope Church Road,
Raleigh, North Carolina 27609.

Amber May
Commission Counsel
Date submitted to agency: November 17, 2021
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10A NCAC 14C .2703 is readopted as published in 36:02 NCR 94-108 as follows:

10A NCAC 14C .2703 PERFORMANCE STANDARDS

1of5

7/15/2021
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(a) An applicant proposing to acquire a fixed MRI scanner pursuant to a need determination in the annual State

Medical Facilities Plan in effect as of the first day of the review period shall:

48]

identify the existing fixed MRI scanners owned or operated by the applicant or a related entity and

2

located in the proposed fixed MRI scanner service area;

identify the approved fixed MRI scanners owned or operated by the applicant or a related entity and

3)

located in the proposed fixed MRI scanner service area;

identify the existing mobile MRI scanners owned or operated by the applicant or a related entity

4

that provided mobile MRI services at host sites located in the proposed fixed MRI scanner service

area during the 12 months before the application deadline for the review period;

identify the approved mobile MRI scanners owned or operated by the applicant or a related entity

R))]

that will provide mobile MRI services at host sites located in the proposed fixed MRI scanner service

arca.

provide projected utilization of the MRI scanners identified in Subparagraphs (a)(1) through (a)(4)

(6)

of this Paragraph and the proposed fixed MRI scanner during each of the first three full fiscal years

of operation following completion of the project;

provide the assumptions and methodology used to project the utilization required by Subparagraph

N

(a)(5) of this Paragraph;

project that the fixed MRI scanners identified in Subparagraphs (a)(1) and (a)(2) of this Paragraph

and the proposed fixed MRI scanner shall perform during the third full fiscal year of operation

following completion of the project:
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(A) 3.364 or more adjusted MRI procedures per fixed MRI scanner if there are four or more

fixed MRI scanners in the fixed MRI scanner service area;

(B) 3.123 or more adjusted MRI procedures per fixed MRI scanner if there are three fixed MRI

scanners in the fixed MRI scanner service area;

(®) 2.883 or more adjusted MRI procedures per fixed MRI scanner if there are two fixed MRI

scanners in the fixed MRI scanner service area;

(D) 2.643 or more adjusted MRI procedures per fixed MRI scanner if there is one fixed MRI

scanner in the fixed MRI scanner service area; or

(E) 1.201 or more adjusted MRI procedures per MRI scanner if there are no existing fixed MRI

scanners in the fixed MRI scanner service area; and

project that the mobile MRI scanners identified in Subparagraphs (3) and (4) of this Paragraph shall

perform 3,328 or more adjusted MRI procedures per mobile MRI scanner during the third full fiscal

year of operation following completion of the project.

(b) An applicant proposing to acquire a mobile MRI scanner pursuant to a need determination in the annual State

Medical Facilities Plan in effect as of the first day of the review period shall:

34

48]

identify the existing mobile MRI scanners owned or operated by the applicant or a related entity

2

that provided mobile MRI services at host sites located in the proposed mobile MRI scanner service

area during the 12 months before the application deadline for the review period;

identify the approved mobile MRI scanners owned or operated by the applicant or a related entity

3)

that will provide mobile MRI services at host sites located in the proposed mobile MRI scanner

service area;

identify the existing fixed MRI scanners owned or operated by the applicant or a related entity that

4

are located in the proposed mobile MRI scanner service area;

identify the approved fixed MRI scanners owned or operated by the applicant or a related entity that

)]

will be located in the proposed mobile MRI scanner service area;

identify the existing and proposed host sites for each mobile MRI scanner identified in

(6)

Subparagraphs (b)(1) and (b)(2) of this Paragraph and the proposed mobile MRI scanner;

provide projected utilization of the MRI scanners identified in Subparagraphs (b)(1) through (b)(4)

N

of this Paragraph and the proposed mobile MRI scanner during each of the first three full fiscal years

of operation following completion of the project;

provide the assumptions and methodology used to project the utilization required by Subparagraph

&

(b)(6) of this Paragraph;

project that the mobile MRI scanners identified in Subparagraphs (b)(1) and (b)(2) of this Paragraph

)]

and the proposed mobile MRI scanner shall perform 3,328 or more adjusted MRI procedures per

MRI scanner during the third full fiscal year of operation following completion of the project; and

project that the fixed MRI scanners identified in Subparagraphs (b)(3) and (b)(4) of this Paragraph

shall perform during the third full fiscal year of operation following completion of the project:
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History Note:

7/15/2021

(A) 3.364 or more adjusted MRI procedures per fixed MRI scanner if there are four or more

fixed MRI scanners in the fixed MRI scanner service area;

(B) 3.123 or more adjusted MRI procedures per fixed MRI scanner if there are three fixed MRI

scanners in the fixed MRI scanner service area;

(®) 2.883 or more adjusted MRI procedures per fixed MRI scanner if there are two fixed MRI

scanners in the fixed MRI scanner service area;

(D) 2.643 or more adjusted MRI procedures per fixed MRI scanner if there is one fixed MRI

scanner in the fixed MRI scanner service area; or

(E) 1.201 or more adjusted MRI procedures per MRI scanner if there are no fixed MRI scanners

in the fixed MRI scanner service area.

Authority G.S. 131E-177(1); 131E-183(b);

Temporary Adoption Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner,

Eff. February 1, 1994

Temporary Amendment Eff. January 1, 1999;

Temporary Amendment Eff. January 1, 1999 Expired on October 12, 1999;

Temporary Amendment Eff. January 1, 2000;

Temporary Amendment effective January 1, 2000 amends and replaces a permanent rulemaking
originally proposed to be effective August 2000,

Temporary Amendment Eff. January 1, 2001;

Temporary Amendment effective January 1, 2001 amends and replaces a permanent rulemaking
originally proposed to be effective April 1, 2001;

Temporary Amendment Eff. January 1, 2002;

Temporary Amendment Eff. January 1, 2002 amends and replaces the permanent rule effective,
August 1, 2002;

Temporary Amendment Eff. January 1, 2003;

Amended Eff. August 1, 2004, April 1, 2003,

Temporary Amendment Eff. January 1, 2005;

Amended Eff. November 1, 2005,

Temporary Amendment Eff. February 1, 2006;

Amended Eff. November 1, 2006,

Temporary Amendment Eff. February 1, 2008;

Amended Eff. November 1, 2608- 2008;

Readopted Eff- January 1, 2022.
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REQUEST FOR TECHNICAL CHANGE

AGENCY: Department of Health and Human Services/ DHSR
RULE CITATION: 10A NCAC 14C .3701
DEADLINE FOR RECEIPT: Friday, December 3, 2021

PLEASE NOTE: This request may extend to several pages. Please be sure you have reached the
end of the document.

The Rules Review Commission staff has completed its review of this Rule prior to the
Commission's next meeting. The Commission has not yet reviewed this Rule and therefore there
has not been a determination as to whether the Rule will be approved. You may call our office to
inquire concerning the staff recommendation.

In reviewing this Rule, the staff recommends the following technical changes be made:

In Item (8) please consider changing “PET scanner” to “Positron emission tomography
scanner” since that it what is actually defined in G.S. 131E-176(19a). You've done
something similar for MRI scanners in .2701 (7).

Please retype the rule accordingly and resubmit it to our office at 1711 New Hope Church Road,
Raleigh, North Carolina 27609.

Amber May
Commission Counsel
Date submitted to agency: November 17, 2021
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10A NCAC 14C .3701 is readopted as published in 36:02 NCR 94-108 as follows:

SECTION .3700 - CRITERIA AND STANDARDS FOR POSITRON EMISSION TOMOGRAPHY
SCANNER

10A NCAC 14C .3701 DEFINITIONS

The following definitions shall apply to all rules in this Section:

(1) “Approved PET scanner” means a positron emission tomography (PET) scanner that was issued a

certificate of need but is not being used to provide services as of the application deadline for the

review period.

(2) “Existing PET scanner” means a PET scanner that is being used to provide services as of the

application deadline for the review period.

(3) “Fixed PET scanner” means a PET scanner that is not mobile.

4) “Fixed PET scanner service area” shall have the same meaning as defined in the annual State

Medical Facilities Plan in effect as of the first day of the review period.

(5) “Host site” means the location where the mobile PET scanner provides services.
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(6) “Mobile PET scanner” means a PET scanner that is moved weekly to provide services at two or

more host sites.
7 “Mobile PET scanner service area” shall have the same meaning as defined in the annual State
Medical Facilities Plan in effect as of the first day of the review period.

(8) “PET scanner” shall have the same meaning as defined in G.S. 131E-176(19a).

(9) “Proposed PET scanner” means the PET scanner proposed in the application under review.

History Note:  Authority G.S. 131E-177(1); 131E-183(b);
Temporary Adoption Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner,
Eff. January 4, 1994,
Temporary Amendment Eff. January 1, 2001;
Temporary Amendment Eff. January 1, 2002;
Amended Eff. August 1, 2002;
Temporary Amendment effective January 1, 2002 amends and replaces the permanent rule effective
August 1, 2002,
Temporary Amendment Eff. January 1, 2003;
Amended Eff. August 1, 2004, April 1, 2063-2003;
Readopted Eff- January 1, 2022.
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10A NCAC 14C .3703 is readopted as published in 36:02 NCR 94-108 as follows:

10A NCAC 14C .3703 PERFORMANCE STANDARDS

(a) An applicant proposing to acquire a fixed PET scanner pursuant to a need determination in the annual State

Medical Facilities Plan in effect as of the first day of the review period shall:

48]

identify the existing fixed PET scanners owned or operated by the applicant or a related entity and

2

located in the proposed fixed PET scanner service area;

identify the approved fixed PET scanners owned or operated by the applicant or a related entity and

3)

located in the proposed fixed PET scanner service area;

identify the existing mobile PET scanners owned or operated by the applicant or a related entity that

4

provided services at host sites located in the proposed fixed PET scanner service area during the 12

months before the application deadline for the review period;

identify the approved mobile PET scanners owned or operated by the applicant or a related entity

)]

that will provide services at host sites located in the proposed fixed PET scanner service area;

provide projected utilization of the PET scanners identified in Subparagraphs (a)(1) through (a)(4)

(6)

of this Paragraph and the proposed fixed PET scanner during each of the first three full fiscal years

of operation following completion of the project;

provide the assumptions and methodology used to project the utilization required by Subparagraph

(N

(a)(5) of this Paragraph; and

project that the PET scanners identified in Subparagraphs (a)(1) through (a)(4) of this Paragraph

and the proposed fixed PET scanner shall perform 2,080 or more procedures per PET scanner during

the third full fiscal year of operation following completion of the project.

(b) An applicant proposing to acquire a mobile PET scanner pursuant to a need determination in the annual State

Medical Facilities Plan in effect as of the first day of the review period shall:
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identify the existing mobile PET scanners owned or operated by the applicant or a related entity that

2

provided services at host sites located in the proposed mobile PET scanner service area during the

12 months before the application deadline for the review period;

identify the approved mobile PET scanners owned or operated by the applicant or a related entity

3)

that will provide services at host sites located in the proposed mobile PET scanner service area

during the first three full fiscal years following completion of the project;

identify the existing fixed PET scanners owned or operated by the applicant or a related entity and

4

located in the proposed mobile PET scanner service area;

identify the approved fixed PET scanners owned and operated by the applicant or a related entity

)]

and located in the proposed mobile PET scanner service area;

identify the existing and proposed host sites for each mobile PET scanner identified in

(6)

Subparagraphs (b)(1) and (b)(2) of this Paragraph and the proposed mobile PET scanner;

provide projected utilization of the PET scanners identified in Subparagraphs (b)(1) through (b)(4)

(N

of this Paragraph and the proposed mobile PET scanner during each of the first three full fiscal years

of operation following completion of the project;

provide the assumptions and methodology used to project the utilization required by Subparagraph

&

(b)(6) of this Paragraph; and
project that the PET scanners identified in Subparagraphs (b)(1) through (b)(4) of this Paragraph

and the proposed mobile PET scanner shall perform 2,080 or more procedures per PET scanner

during the third full fiscal year of operation following completion of the project.

Authority G.S. 131E-177(1),; 131E-183(b);

Temporary Adoption Eff. September 1, 1993 for a period of 180 days or until the permanent rule
becomes effective, whichever is sooner,

Eff January 4, 1994,

Temporary Amendment Eff. January 1, 2002, January 1, 2001;

Amended Eff. August 1, 2002;

Temporary Amendment effective January 1, 2002 amends and replaces the permanent rule effective
August 1, 2002;

Temporary Amendment Eff. January 1, 2003;

Amended Eff. August 1, 2004, April 1, 2003,

Temporary Amendment Eff. January 1, 2005;

Amended Eff. November 1, 2005,

Temporary Amendment Eff. February 1, 20006;

Amended Eff. November 1, 2606-2006;

Readopted Eff- January 1, 2022.
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